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Dear Ms. Ellis, 

Regards, 

Leigh Anderson 
Biotnedk:af Engineer 
Neun:iintenientional Devices Team 
DHTSA: Division of I\Jeuro$mgbi,I, Neurointer11entim1al m1d I\Jeumdiagnostic Device$ 
OHTS: otfae of Memdogkal and Physirnl Medicine Devices 
Offiu, of Pmdus:t Evaluation and Quality 
CDRH I food ,md Drng Administrntkm 
White Oak, Bldg. 66, Rm. 4276 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 301- 796-5613 

leigh.anderson@fda.hhs.gov 

Excellent wstamer service is irnpartant ta us. Please take a moment ta provide feedback regarding the customer service you have received: 
h_ttpsJ/www.resea_rch_.netjs/cd_rhcustam_erservice?IQ=lZ12&,5_=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 
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ADM NiSTRATiON 

Food and Drng Administration 
CDRH/OPEQ/OHTV/DHTVA 

WO66 RM4276 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 
301-796-5613 

Premarket Notification 51 O{k) Review 

Date: August 4, 2021 

Reviewer: Leigh Anderson 

Subject: Special 510(k)# K212224 

Device Trade Name: TracStar Large Distal Platfom1 
Applicant: Imperative Care Inc. (LDP) Catheter, Zoom 88 Large Distal Platform 

(LDP) Catheter 

Contact Name: Kristin Ellis Contact Title: Regulatory Affairs Manager 

Correspondent Firm: Imperative Care Inc. 
Phone: ( 408) 857-0934 Email: 
kellis@imperativecare.com 

Received Date: July 16, 2021 Due Date: August 15, 2021 

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

Pro Code(s): DQY Class: II Reg#: 870.1250 Reg Name: Percutaneous catheter 

Predicate Devices: 
Submission# Pro Code Device Trade Name Applicant 
K203764 QJP, TracStar Large Distal Platform, Imperative Care Inc. 

DQY ZOOM 88 Large Distal Platform, 
ZOOM 88-T Large Distal Platform 

' ; 
; 
; 
; 
; 
; 
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K212224 Lead Memo Imperative Care Inc .... Trac Star Large Dista ... Page 1 of21 
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Dear Ms. Anderson, 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b_)( 4 )·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· I 
Kind regards, 

Kristin Ellis 

~ 

::i: +1.408.857.0934 
• _kr::!~is(f..: :m_perati'v'e~~ ff:.CC!n": 

tfnQf:rat:vecare .corr. I j,j_r;j~g,~-l_ln I Tw:ttr::r ! Y~x:T~:bf; 

13.59 GeH Avenue, Carnpbel!, CA 95008 
_W'.Nw,Jrrnt:~.u~_t_iv_1:_~r1~r~}_._q~rn 

From: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Sent: Thursday, September 9, 2021 2:11 PM 
To: Kristin Ellis <kellis@imperativecare.com> 

Cc: K2122 2 4@docs. fd a.gov ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·c 
Subject: K212224 - Interactive Request i (b ){ 4) : 

l---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Dear Ms. Ellis, 

Regards, 

Leigh Anderson 
Biorneo'ical Engineer 

l\ieuminternentional Devices Team 
DHT5,':\: Division of Neumsurgkal, Neurninterventkmal and Neumcliagnostic Devirns 
OHTS: Offke of Neurological and Physirnl Medidne Devices 
Office of Product Evaluation and Quality 
UWH I i:ood and Drug Aclministrntim1 
White Oak, Bldg, 66, Rm. 4276 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 301.--7%-5613 
leigh.anderson@fda. h hs.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 ?/Dec, 1712&SccE 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 
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Imperative 

September l . 2021 

U.S . Food and Drug Administration 
Center lbr Devices and Radiological llealth 
Docurnent Mail Center-~ W066-G609 

1359 Del! P.>Jerwe 
CampbBi!, CA 95008 

+1 66\'.L235J\155 

,;.J 659.265.0412 

i1iio@imp0r<1tivec0re.mm 

l 0903 Nev,' 1-lanwshire Avenue 
Silver Spring, MT) 20993-0002 K212224/S001 

Attn: Leigh Anderson. Biomedical Engineer/Premarket Rcvic\VCT 

RE: Special 51 O(k) K212224 •··· Response to FDA Deficiency List Dated August 4, 2021 
fi:.w the Imperative Care Large Distal Platform Catheters 

Dear iv1s. Anderson, 

lrnperafrve Care 1nc. ls submitting one electronic copy (eCopy) of this response to the FDA. 
Deficiency List for the Imperative Care Large Distal Plati(mn Catheters Special 51 O(k) K2 l 2224 
received on A.ugust 4, 2021. The e-eopy \Vas prepared in accordance ,vith CDRH's electronic copy 
program. 

The questions and requests frorn the list have been included on the following pages in bold print, 
fi)llowed by Imperative Care's response. 

·rhe existence of this response is confidential, and the protection afforded to such confidential 
information by 21 CFR R07.95(b), 18 USC 1905, 21 USC 331 (l), 5 USC 552, and other 
applicable laws is hereby claimed. 

Your consideration of these responses is very nmch appreciated, Should you have any additional 
questions or require further information, please contact rne at (408) 857 ~ 0934 or via email at 
kel li1,;li1i111perativecarc.cqxn_. 

In my absence, please do not hesitate to contact Norn Hadding, Senior Vice President, 
Regulatory Affairs, Quality Assurance and Clinical Affairs at (763) 458-4999 or via email at 
nhaddin Q(i:Dirnneratl vccarc ,corn. 

,-·-·-· Sincerely. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
i i 

I {b){6) I 

' Kristin EUis - Regulatory Affairs Ivlanager - Imi)erative Care lne, 

Cc: Norn Hadding ~ SVP, Regulatory Affairs, Quality Assurance, Clinical i\Jfoirs - Imperative 
Care Inc. 

Confidential Pagel of l3 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



Dear Ms. Ellis, 

Regards, 

Leigh Am::lerson 
Biorneo'ical Engineer 
l\ieuminternentional Devices Team 

{b){4) 

DHT5A: Division of Neumsurgkal, I\Jeurnintet·ventional and Neumdiagnostk Devkes 
OHTS: Offke of Neumlogiwl and Physirnl Medidne Devices 
Office of Product E1mlmitio11 and Quality 
CDRH I food and Drug Admini:itration 
White Oak, Bldg. 66_, Rm. 4276 I 10903 New Hampshire Avenue I Silver Spring, MD 10993 
Ph: :l()J. .. 7%-5613 
leigh.anderson@fda. h hs.gov 

Excellent customer service is important to us. Please toke a moment to provide feedback regarding the rnstamer service you have received: 
http_s:f/w_w_w_.research.net/sjcdrhcusto,nerservice?/pcc1712&SJ 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 
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Dear Ms. Ellis, 

Thank you for reaching out. we have received the response for K212224 and are reviewing 
the information. If we have any additional questions, we will reach out. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 

Sent: Wednesday, September 8, 2021 12:18 PM 

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

Subject: [EXTERNAL] Response to FDA request for additional information for K212224 

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. 

Dear Ms. Anderson, 

I hope this email finds you well. 

The response to FDA's request for additional information for K212224 was submitted last 
week. Please let me know if you have any further questions or if I can provide 
anything else to assist in the review of the Special 510(k) 

Kind regards, 

Kristin Ellis 
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Regulatory Affairs Manager 

[cid:image001.png@01D7A4AC.AF11F9C0] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 
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Dear Ms. Anderson, 

(b)(4) 
Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@01D7A585.A0C0C3E0] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative_care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Thursday, September 9, 2021 2:11 PM 

To: Kristin Ellis <kellis@imperativecare.com> 

Cc: K212224@docs.fda.gov 

Subject: K212224 - Interactive Request~ 
! 

L_ ______ ( b )( 4) _____ ___: 

Dear Ms. Ellis, 

(b)(4) 
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Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHTSA: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHTS: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l712&S=E<https://nam12.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
D1712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7C6f34f4d4cbd740eca5f108d973d6 
8b7e%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637668187905926085%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=k 
gy3WYuF8P8xTlFFKgGlR6uqn5WNj2UFuuYNBuCLVQs%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 
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Dear Ms. Ellis, 

Thanks for your email. 

You are correct that the Special 510(k) guidance document notes that FDA generally intends to review Special 510(k) submissions within 30 days of receipt. 
However, we have not been able to complete our review by FDA day 30 for K212224, as the submission is on day 34 of FDA review today. 

Just to clarify, the FDA review clock did not reset to O after the Additional Information (AINN) response was received, but continued counting from the day of 
the AINN request (day 19) for K212224. We intend to complete our review within 30 days of receipt of the response, or by October 2, 2021, for K212224 (which 
would be day 49). It is certainly possible we complete our review sooner than that date, but I cannot confirm a specific date for our review decision. I don't 
think the potential for the review to take up to an additional 30 days upon receipt of the AINN response is described in any specific document or webpage. 

Regards, 

l.eigh Aradersm1 

Ne1.m:iinter11entiomil Devkes Team 
DHT5A: Division of Neum,urgiwl, Bfoumi11terne11tkmal and Neumdiagnostk Devke, 
OHTS: Office of Neurnlogical and Physical Medicine Devices 
Offk:e of Product Evdu;,tkm and q,mlity 
CDRH I food and Drug Admini:itrntion 
White Ods:, Bldg. 66, Rm. 4276 I 109iH New Mampshirs, Avs,tme I SilvN Spring, MD 20991 
Ph: 301·- 796--5613 
leigh. a nderso n@fda. h hs.gov 

Excellent customer service is important to us. Please toke a moment to provide feedback regarding the customer service you /Jave received: 
fittp_s://www.re_searcfi.n_et/s/cd_rh_custo_merse_rvice?IP=17_12_8'S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 
Sent: Friday, September 17, 202110:51 AM 
To: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Cc: Nora Hadding <nhadding@imperativecare.com>; K212224@docs.fda.gov 
Subject: RE: [EXTERNAL] K212224 Review Status 

C.i\UTIUci 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 Ms. Anderson, 

I know you must be very busy but I'm hoping that you can help me to better understand the review process for Special 510(k)s and the impact to the review 
time with issuance of an Additional Information letter. I reviewed the FDA Guidance Docurfile!M and Industry Actions on Premarket Notification (510(k)) 
Submissions: Effect on FDA Review Clock and Goals, Guidance for Industry and Food and Drug Administration Staff" issued on October 2, 2017 and was not able 
to locate any language which indicates a reset of the review clock to 30 days for Special 510(k)s. The guidance document indicates that the clock stops upon 
issuance of a request for additional information and starts again upon receipt of the information. Following this guidance, I was under the impression that thE 
review clock would have started back up at day 20 when Document Control received the requested additional information. Any help you can provide in 
indicating where I missed this information is appreciated for future submissions so that I can correctly advise project teams. 

In addition, is it possible that we will be receiving a response sooner than Oct.2? As always, please let me know if there is any additional information we can 
provide for the review. 

I appreciate the time you have already spent reviewing K212224 and answering my earlier questions. Thank you in advance for taking the time to address the, 
additional questions for my understanding. 

Kind regards, 
Kristin Ellis 

Kristin Ellis 

~ 

,·,., +1.408.857.0934 

ke!:~5w;:rr:p0rn:!v0r.are .corr. 
hnper~th,cecaff:.c::!n": I }.:r.kecHri I "fv_·ttLf • v._.:_<_,'.·,·<_,'.t_. __ 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



From: Anderson, Leigh <Lei,,h.Ac1derson(::vfd,1.,1,1s.,,_ov> 
Sent: Tuesday, September 14, 20211:49 PM 
To: Kristin Ellis <krjis(iii'a1oerc1Uvec;i,·e.com> 
Cc: Nora Hadding <:~t?g_g_;_:~g@_i_::r_p_f;X_~_qy~_f_?U~_:t0_Q:1>; ~!)?{!:J@_fj_q_;~/·g_~_,g_qy 
Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Our goal is to complete review of the response within 30 days of receipt, which shows to be October 2, 2021, in our document tracking system. 

Regards, 

l.eigh Andersm1 

Nemointaventiond Deviu,s Teil>m 
DHT5A: Division of Neurrn;urgiwl, Neuminternentiom,I and Neum,:fa,gnostk Devke, 
OHTS: Office of Neurnlogicil>I and Physical Medicine Devices 
Offk:e of Product EvdtMtion and q,mlity 
cmm I food and Drug Administratkm 
White Ods:, Bldg. 66, Rrn. 4276 I 109iH New Mampshire Avictme I SilvN Spring, MD 20991 
Ph: 301·- 796--5613 
leigh. anderson@fda. h hs.gov 

Excellent customer service is important to us. Please toke a moment to pmvide feedback regarding the customer service you /Jave received: 
httrs:/Lwww.research.net/sLcdrhcustomerservice ?ID= 1712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <J~g!_j]_.J'.@!_Lr:;:_pg_r_~t]_'/f?;_~L(f~_rqrn> 
Sent: Tuesday, September 14, 202112:45 PM 
To: Anderson, Leigh <Le,ghAnd2rson@!daJ1hs.gov> 
Cc: Nora Hadding <r~L~1~-~-lng(U1n~uerntivecc!:·e.corn>; K212?24G.trdocs.fd3"ggy 
Subject: RE: [EXTERNAL] K212224 Review Status 

(J~UTlON: 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. 

Dear Ms. Anderson, 

Thank you for the correction of the review clock day. Can you please provide me with the submission timing review goal for this Special 510(k)? This would be 
helpful for our planning purposes. 

Kind regards, 

Kristin Ellis 

~ 

•, •·. +1.408.857.0934 

··: _ke!~ls@~rn_perativei.:.:;1t·e-.c..orr: 

U_r_1_ps3_·_0tt~~-'"·-1r_~,_,c·_9n~ I UrJ~_,cil_tJ I I'.,~-rt11~r I Yo;;T;;be 

From: Anderson, Leigh <Leigi'!cil,ndgr:ss:,n@fda nns.gov> 
Sent: Tuesday, September 14, 2021 9:22 AM 
To: Kristin Ellis <kelis@hwerafveca,e.cmn> 
Cc: Nora Hadding <0b~~_Q_Q_l!J1?(S)irr:Derativ1:-c;:1:"E:'.com>; K:?.12224-@~doc:s.fda"g~t"' 
Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 
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Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for K212224. The submission is still under review at this time. If we have 
additional questions, we will reach out as soon as possible. 

Regards, 

l.eigh Aradersm1 
Biornedico! Engineer 
Nemointaventiorad Deviu,s Team 
DHT5A: Division of Neurn,urgiwl, Neurni11terne11timrnl and Neurndiagnostk Devke, 
OHlS: Offirn of Nemologkal and Physical Medidnic Devke$ 
Office of Prnduct Evdmitkm and Qudity 
cmm I food and Drug Administration 
White Oak, Bldg. 66, Rrn. 4276 I 109iH New Mampshiric Avicnue I Silver Spring, MD 20991 
Ph: 30:t-796-5613 
leigh.anderson@fda. h hs.gov 

Excellent customer service is important to us. Please toke a moment to provide feedback regarding the customer service you /Jave received: 
/Jttes:/Lwww.research. nel/sLcdrhcustomerservice ?ID= 1712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kel!i.s@1irrDerati\ti::{ari::.com> 
Sent: Tuesday, September 14, 202111:48 AM 
To: Anderson, Leigh <Le:g\/,ndP•:sor,@fda.hhssov> 
Cc: Nora Hadding <nh,1clcl!ngr,\l]n,oerativec,1•·e.com> 
Subject: [EXTERNAL] K212224 Review Status 

(J~UTlON: 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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status of K212224. With the request for additional information hold and the 
Labor Day holiday, I am unsure of the review clock day count. I believe the clock is currently at Day 32. Can you please confirm if this is correct or if not, what 
date is the end of the review cycle? 

Additionally, please let me know if there is any further information you require to complete the review. 

Kind regards, 

Kristin Ellis 

~ 

,.._:,: +1.408.857.0934 

t_t:~HJ_:~@}rr-1_pf~_r_,}t\'.,1_f~_r1~rr_-_r;_:'.rr: 
_:m_pf:rat:vecare .corr: I Ur:ked~n I Tw:tt0r ! Yo~: rd)f: 

13:>9 Gel! Avenue, Campbel!,. CA 95008 

WY:lW_,JJTP~_!_~-~i:L?~~_r_~_._~Q_ff! 
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Imperative Care LOP Catheters 

PREMARKET NOTlFlCATiON 

TfUJTHFUL AND ACCURATE STATEMENT 

Appendix 7-1 

1 certify that, in rny capacity as Regulatory Affairs Manager for Imperative Care Inc., J believe to 

the best of my knowledge, that all data and infrnmation submitted in the pn.Hnarket notffl.cation 

are truthful and accurate and that no material facts have been omitted. 

I (b )(6) ;----1 -
L. ____ Kripfin Ellis·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; Date 

Regulatory Affairs Manager 

Tel: (408) 857-0934 

E-rnai 1: .K!i\ll,i$if{}in.11t.t;.rati vecare.¢.9J11 

CONFIDE NTIAL Page 1 of 1 
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(b)(4) 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



(b)(4) 
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K212224 

510(k) Summary 

Page 1 of 7 
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Dear Ms. Ellis, 

Thank you for confirming receipt and for working with us interactively to address questions during review. 

Regards, 

Leigh Aradersma 
Hfornedico! Engineer 
Nemointernentiond Devke, Team 
DHTSA: Division of Neumsurgical, Neuminterventional and Neumdiagnostic Devices 
OHT5: Office of Nemologkd and Phy,irnl Medidne Devkes 
Office of Product Evduation and Quality 
cmm I food and Drug Admiraistrntim1 
White Od,, Bldg. 66, Rm, 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 301-796-5613 
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THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 
Sent: Monday, September 20, 2021 2:05 PM 
To: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Subject: [EXTERNAL] RE: K212224/S001 Review Complete 

(/-.\UTff)t,~: 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. 

Dear Ms. Anderson, 

Thank you for the completion of the review. I appreciate your efforts and the answers to all of my questions. 

Kind regards, 

Kristin Ellis 

~ 
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From: Leigh Anderson [LEIGH.ANDERSON] <:ei,,h.;incle,-sonfj)fda.hhs,fov> 
Sent: Monday, September 20, 202111:00 AM 
To: Kristin Ellis <krj:!s(::vi>-,-1oer,1Uvec;i,·e.corn> 
Cc: Leigh Anderson [LEIGH.ANDERSON] <ieigh.anderson@fda,hhs,gov> 
Subject: K212224/S001 Review Complete 

September 20, 2021 

We have completed our review, Please refer to the attached letter for details, 

If you have any questions, please contact the lead reviewer assigned to your submission, Leigh Anderson. 

*** This is a system-generated email notification*** 
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Dear Ms. Ellis, 

I am lead reviewer for K212224 for the TracStar and Zoom 88 Large Distal Platform 
Catheters. We are still early in our review and primarily in the administrative RTA 

• h ; (bl(4) ,._,_review __ p ase_.~·--------------------~-------------------~ 
(b)(4) 

We request that you provide a response to the following items via email by Monday, July 
26 to facilitate our review. If you have concerns with the proposed timeline, please 
let me know. 

FDA Request: 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

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 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 
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Imperative Care, Inc. 
Kristin Ellis 
Regulatory Affairs Manager 
1359 Dell Avenue 
Campbell, California 95008 

Re: K212224 

Build Correspondence Convert to PDF 

September 20, 2021 

Trade/Device Name: TracStar LDP Large Distal Platform; Zoom 88 Large Distal Platform 
Regulation Number: 21 CFR 870.1250 
Regulation Name: Percutaneous Catheter 
Regulatory Class: Class II 
Product Code: QJP, DQY 
Dated: September 1, 2021 
Received: September 2, 2021 

Dear Kristin Ellis: 

We have reviewed your Section 5 IO(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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K.212224 - Kristin Ellis 

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-saf ety-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 of Industry 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, 

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

N eurointerventional 
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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September 20, 2021</br></br><p>We 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, Leigh Anderson.</p> 

<br><br><br><p>*** This is a system-generated email notification ***</p> 
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Form Approved: O.MB No. 0910-0511 Expiration Date: August 31, 2022. Sednstructions for O:t,.IB Statement. 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 
MEDICAL DEVICE USER FEE COVER SHEET 

PAYMENT IDENTIFICATION NUMBER: L_ __________ (_b)(4) _________ ___i 

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: 
https ://www.fda.gov/Medical Devices/DeviceRegu lationandGuidance/HowtoMa rketYou rDevice/ucm370879. htm 

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME 
address, city state, country, and post office code) Kristin Ellis 

Imperative Care, Inc. 
1359 Dell Ave 
Campbell 
California 
CA 95008 
us 

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 

*****6960 

2.1 E-MAIL ADDRESS 

kellis@imperativecare.com 

2.2 TELEPHONE NUMBER (include Area code) 

i (b)(G) i 
L--·-·-·-·-· -·-·-·-·-·-

2.3 FACSIMILE (FAX) NUMBER (Include Area code) 

3. TYPE OF PREMARKET APPLICATION (Select one of the fo llowing in each column; if you are unsure, please refer to the 
application descriptions at t he following web site: 
http://www. fda .gov /Medi ca IDevices/DeviceRegulationa ndGuidance/GuidanceDocu ments/ucm345263. htm 
Select an am:1l ication tY.Re: 3.1 Select a center 
[X] Premarket notification(510(k)); except for th ird party [X] CDRH 
[ ] 513(g) Request for Information [ ] CBER 
[ ] Biologics License Application (BLA) 3.2 Select one of the tY.Res below 
[ ] Premarket Approval Application (PMA) [X] Original Application 
[ ] Modular PMA SURRlement TY.Res: 
[ ] Product Development Protocol (PDP) [ ] Efficacy (BLA) 
[ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP) 
[] 30-Day Notice [] Real-Time (PMA, PMR, PDP) 
[ ] De Novo Request [ ] 180-day (PMA, PMR, PDP) 

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining th is 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 Number: SBD217180 

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 THAT ARE DUE TO FDA? 
[X] YES (All of your establishments have registered 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 register and submit device listing 

information, FDA will not accept your submission until you have paid all fees due to FDA. See 
http://www. fda .gov /Medi ca IDevices/DeviceRegulationa ndGuidance/HowtoMa rketYou rDevice/Registrationa nd Listing/ucm053165. htm 
for additional information) 

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE 
APPLICABLE EXCEPTION. 
[ ] This application is the first PMA submitted by a qualified small 

business, including any affiliates 
[ ] This biologics application is submitted under section 351 of the 

Public Health Service Act for a product licensed for further 
manufacturing use only 

[ ] The sole purpose of the application is to support 
conditions of use for a pediatric population 
[ ] The application is submitted by a state or federal 

government entity for a device that is not to be distributed 
commercially 

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A PEDIATRIC 
POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is subject to the 
fee that applies for an original premarket approval application (PMA). 
[] YES [X] NO 

PAPERWORK REDUCTION ACT STATEMENT 
Publ ic reporting burden for this collection of information is estimated to average 18 minutes per response, including the time for 
reviewing instructions, searching existing 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, 

r·-·-·-·-·-·-·-·-·-• 

https://userfees.fda.gov/OA_HTML/mdufmaCScdCfg ltemsPopup.jsp?ordnum{__ (b )( 4 ) __ i 1/2 
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6/30/2021 Site: MDUFMA Cover Sheet 

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 
Paper Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

[Please do NOT return this 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 
i ·-·-·-·-·-·-·-( b )( 4 )-·-·-·-·-·-·-· i 

Form FDA 3601 (08/19) 

"Close Window" Print Cover sheet 

https://userfees.fda.gov/OA_HTML/mdufmaCScdCfg ltemsPopup.jsp?ordnumj (b )( 4) i 
~---·-·-·-·-·-·-·J 

30-Jun-2021 
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August 4, 2021</br></br><p>We have reviewed your submission. Please see attached. </p> 

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

<br><br><br><p>*** This is a system-generated email notification ***</p> 
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A. 

B. 

C. 

Submitter Information 
Submitter's Name: 
Address: 

Contact Person: 
Telephone: 
Email: 
Date of Preparation: 

Subject Device 
Proprietary Names: 

Common/Usual Name: 
Classification Name: 
Product Code: 

Regulation: 

Predicate Device(s) 
Proprietary Name: 

Common/Usual Name: 
Classification Name: 
Product Code: 
Regulation: 
Manufacturer: 
510(k): 

Proprietary Name: 

Common/Usual Name: 
Classification Name: 
Product Code: 
Regulation: 
Manufacturer: 
510(k): 

510(k) Summary 

Imperative Care, Inc. 
1359 Dell Avenue 
Campbell, CA 95008 
Kristin Ellis 
408-857-0934 
kellis@imperativecare.com 
September 1, 2021 

TracStar™ LDP Large Distal Platform 
Zoom™ 88 Large Distal Platform 
Guide Catheter 
Catheter, Percutaneous, Neurovasculature 
QJP 
DQY 
21 CFR 870.1250 

TracStar™ Large Distal Platform 
Zoom™ 88 Large Distal Platform 
Zoom™ 88-T Large Distal Platform 
Guide Catheter 
Catheter, Percutaneous 
QJP,DQY 
21 CFR. 870.1250 
Imperative Care Inc. 
K203764 

EagleRay Long Sheath 
EagleRay Access Catheter 
Guide Catheter 
Catheter, Percutaneous 
DQY 
21 CFR. 870.1250 
Imperative Care Inc. 
Kl80169 

K212224 

D. Device Description: 

The Imperative Care Large Distal Platform (LDP) Catheters include the TracStar™ LDP 

Large Distal Platform and Zoom TM 88 Large Distal Platform. The LDP Catheters are 

0.038" diameter or smaller guidewire compatible single lumen guide catheters that provide 

Page 1 of 7 
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K212224 

access to peripheral, coronary and neuro vasculature. The catheters are comprised of a 

hollow cylindrical tube bonded at the proximal end to a standard luer fitting. The wall of 

the tube is constructed using a combination of metal coils/braids and medical grade 

polymers. The distal section of each catheter has a hydrophilic coating to enhance tracking 

through tortuous vasculature. An angled distal soft tip facilitates smooth tracking past 

vessel branches. A radiopaque marker provides visual confirmation of the distal tip 

location under fluoroscopy. LDP Catheters have an inner diameter of 0.088" (6F 

compatible), and a maximum outer diameter of 0.11 O". The LDP guide catheters are 

packaged with a rotating hemostasis valve (RHV) that is attached to the proximal luer to 

help maintain hemostasis. 

Accessory devices required, but not supplied include: 

• Guidewires 

• Support/diagnostic catheters 

• Introducer sheaths 

E. Indications for Use: 

The TracStar LDP Large Distal Platfom1 is indicated for the introduction of 

interventional devices into the peripheral, coronary, and neuro vasculature. 

The Zoom 88 Large Distal Platform is indicated for the introduction of interventional 

devices into the peripheral, coronary, and neuro vasculature. 

F. Principles of Operation: 

The LDP Catheters may be used with support catheters to assist in accessing the target 

vasculature. During use, the male luer of the RHV is attached to the proximal luer of the 

LDP Catheter to create a continuous lumen through the catheter and to the RHV ports. The 

female luer is typically connected to a saline drip line while the LDP Catheter is advanced 

through the vasculature. Use of the LDP Catheter relies on standard percutaneous 

interventional techniques, including access site preparation, introducing the catheter portion 

of the device, advancing the catheter under fluoroscopy, withdrawing the catheter, and 

closing the access site. 

G. Predicate Comparison: 

The predicate devices are the Imperative Care LDP Catheters cleared under K203764 and 

Kl 80169. The predicate and subject devices share the same intended use, basic technological 

characteristics, and the same performance characteristics, demonstrated through bench and 
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K212224 

laboratory testing as shown in Table 1. Modifications to the predicate include dimensional 

updates, additional axial and radial reinforcements, and manufacturing process 

improvements. 

Table 1: Comparison of Subject and Predicate Device 

Device 
Subject device Predicate device( s) 

Attribute 

FDA Product Class II, QJP and Class II, QJP and DQY, Class II, DQY, 21 CFR 
Classification DQY, 21 CFR 870.1250 21 CFR 870.1250 870.1250 

TracStar Large Distal 
TracStar LDP Large Distal Platform 

Product Name 
Platform Zoom 88 Large Distal EagleRay Long Sheath 

Zoom 88 Large Distal Platform EagleRay Access Catheter 
Platform Zoom 88-T Large Distal 

Platform 

51 0(k) Number K.212224 K.203764 Kl80169 

The TracStar LDP Large The TracStar Large Distal 
Distal Platform is indicated Platform is indicated for the 

for the introduction of introduction of interventional 
interventional devices into devices into the peripheral, The EagleRay Long Sheath 

the peripheral, coronary, and coronary, and neuro and EagleRay Access 

Indications for 
neuro vasculature. vasculature. Catheter are indicated for 

the introduction of 
Use 

The Zoom 88 Large Distal The Zoom 88 and Zoom 88-T interventional devices into 
Platform is indicated for the Large Distal Platform are the peripheral, coronary, 

introduction of indicated for the introduction and neuro vasculature. 
interventional devices into of interventional devices into 

the peripheral, coronary, and the peripheral, coronary, and 
neuro vasculature. neuro vasculature. 

Condition 
Sterile and Single Use Same Same 

Supplied 
Sterilization Ethylene Oxide (EtO), SAL 

Same Same 
Method 10-6 

Inner Diameter 
0.088" Same Same (Distal) 

Outer Diameter 
0.106" Same Same 

(Distal) 
Inner Diameter 0.088" Same Same 

(Proximal) 
Outer Diameter 

0.110" Same Same (Proximal) 
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K212224 

Device 
Subject device Predicate device(s) 

Attribute 

Effective Length 80 - 110cm Same Same 

Tip Design 
Beveled distal edge, soft, 

Same Same 
flexible, atraumatic tip 

Distal Catheter Additional polymer Reinforced with metals and Reinforced with metals and 
Shaft reinforcement polymers polymers 

Proximal Additional radial Reinforced with metals and Reinforced with metals and 
Catheter Shaft reinforcement polymers polymers 

Coating Hydrophilic coating Same Same 

Commonly used medical 
Materials grade plastics & metals with Same Same 

hydrophilic coating 
Packaged Rotating Hemostasis Valve 

Same Same 
Accessories (RHV) 

The catheters are placed in a 
protective polyethylene tube, 

mounted with accessory 

Packaging 
RHV onto a polyethylene 

Configuration packaging card, placed into a Same Same 
pouch, sealed and labeled. 
The sealed pouch and IFU 

are placed in a labeled shelf 
carton box. 

H. Performance Data Supporting Substantial Equivalence: 

Bench and Laboratory (in-vitro) test was completed to evaluate the differences between the 

subject LDP Catheters and predicate LDP Catheters. Performance specifications and test 

methods were based primarily on catheter performance standard ISO 10555-1 and a 

summary of the evaluated performance specifications is presented in Table 2. 

The test results were reviewed and found to demonstrate that the differences between the 

subject LDP Catheters and predicate LDP Catheters do not significantly impact any 

performance parameters that would negatively affect the safety or effectiveness of the 

subject LDP Catheters. 
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Table 2: Tests and Performance Specifications 

Test Attribute Specification Results 

Delivery, Compatibility, 
The catheter shall be able to be delivered, Pass 

and Retraction 
deployed, and retracted per the IFU within a 

(Trackability) 
simulated neurological model without 
incurring any damage to the catheter. 

Flexibility and Kink 
There shall be no kinking of shaft Pass 

Resistance 
(permanent deformation) after simulated 
use. 
The catheters shall be able to be delivered Pass 

Compatibility with other through the minimum introducer sheath or 
Devices ( external) guide catheter size indicated in the product 

labeling. 

Gui dew ire 
The catheters shall be able to be delivered Pass 

Compatibility 
over the maximum size guidewire indicated 
in the product labeling. 
The catheters shall be able to accommodate 

Interventional Device 
other interventional devices ( e.g., support 

Compatibility (internal) 
catheter, diagnostic catheter) up to the Pass 
maximum size indicated in the product 
labeling. 
Devices and accessories shall be compatible 

Luer Compatibility with standard syringe luer fittings per ISO Pass 
80369-7. 

Accessory Compatibility Devices shall be compatible with an RHV. Pass 

The catheter shall have sufficient bond 
Catheter Bond Strength strengths to remain intact throughout a Pass 

procedure. 

Freedom from Leakage No liquid leakage from the hub or catheter 
Pass - positive pressure shaft at 46psi for 30 seconds 

Freedom from Leakage No air leakage into a 20cc syringe when 
Pass 

- negative pressure vacuum pulled for 15 seconds. 

Catheter does not burst under pressures that 
Dynamic Burst Pressure could be seen when performing contrast Pass 

injections with a standard 10cc syringe. 

Catheter does not burst under pressures that 
Static Burst Pressure could be seen when performing contrast Pass 

injections with a standard 10cc syringe. 
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Test Attribute Specification Results 

With the catheter tip held in a static 

Catheter Torque 
position, there shall be no separation of any 

Strength 
portion of the catheter when rotated at the Pass 
hub at least two (2) full rotations (720 
degrees). 

There shall be no kinking of the catheter 

Kink Resistance 
shaft (permanent deformation) after 

Pass 
wrapping around anatomically relevant 
bend radii. 

The proximal shaft of the catheters shall 

Pushability 
have sufficient stiffness that the user can 

Pass 
easily push the catheter to the target 
anatomy without buckling. 

Catheters shall not require excessive force 
Access Force to safely navigate and track to the target Pass 

anatomy. 

I. Biocompatibility Testing: 

There are no changes to patient contacting materials compared to the predicate device. 

Therefore, the original testing on the predicate devices applies to the subject devices and 

additional biocompatibility testing was not required. 

J. Sterilization: 

The LDP Catheters are sterilized using a validated EtO process with a sterility assurance 

level of lx1 o-6 validated per the overkill method in accordance with ISO 11135, 

"Sterilization Of Health-Care Products - Ethylene Oxide - Requirements For The 

Development, Validation And Routine Control Of A Sterilization Process For Medical 

Devices". 

K. Shelf Life and Packaging: 

Accelerated aging testing based on ASTM Fl980 was conducted to verify packaged device 

performance. A real time aging equivalent of 13 months was used to support a I-year shelf 

life claim. Device performance was verified by functional and performance testing. 

There are no changes to packaging compared to the predicate device. Therefore, the 

original testing on the predicate devices applies to the subject devices and additional 

packaging validation testing was not required. 
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K212224 

L. Conclusions: 

Where differences were identified between the subject and predicate devices, a risk 

assessment was completed to determine if the difference would result in new safety or 

effectiveness concerns. As appropriate, previous bench and laboratory testing was 

evaluated for applicability and either the rationale for no impact was documented or 

verification and validation was repeated as required. 

Based on the results of the risk assessments and associated bench and laboratory testing, 

the subject and predicate devices are substantially equivalent and there are no new safety or 

effectiveness concerns. The subject device and predicate device share the same intended 

use, basic technological characteristics, and performance characteristics. 
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FDA document numbers of all prior related submissions (regardless of outcome) QI state no prior submission in box 1. 

K 180169 2 K203764 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.) 

DQY,QJP 

C.F.R. Section (If applicable) 

21 C.F.R 870.1250 

Device Class 

Class I 

SECTION H1 

New Device 

STED 

~ Class II 

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) 

Classification Panel/Medical Specialty 

Neurology 
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Material 
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Other (Specify below) 
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PAS update 
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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 9 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



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 
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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): 
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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 
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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) 
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D Request Meeting Minutes Disagreement 
T-Con 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



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) K203764 Imperative Care I ,DP Catheters Imperative Care Inc. DQY,QJP 

Predicate or 
K180169 EagleRay Long Sheath Imperative Care Inc. DQY 

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 CUA 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 CLIA 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) 
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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 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 

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 

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 
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' 

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 ~1t1t1 section r 

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: State 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. 

Standartl: State the Standards Development Organization (S DO), 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. 

Declaration of Conformity or General Use 
Standards Development Organization (SDO), 

Designation Number-Year, anti Title 

(b)(4) 

Stantlards Development Organization (SDO), Designation 
Number-Year, anti Title 

I Location 
I 

! (b)(4) 

I 

i _________ ·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-· 

2 14-529 If General Use, Deviation? ISOl 1135-2014 Ethylene oxide - Requirements for the development, 

IX I General Use 
Yes 

validation and routine control of a sterilization process for (b)(4) 
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11 6-408 If General Use, Deviation? ISO I 0555-1-2014, Intravascular catheters - Sterile and single-use 

IX I General Use 
Yes 

intravascular catheters - Part I: General requirements 

12 5-115 If General Use, Deviation? ISO 80369-7-2016, Small-bore connectors for liquids and gases in 

{b){4) I XI General Use 
Yes healthcare applications -- Part 7: Connectors for intravascular or hyp 

13 14-497 If General Use, Deviation? ASTM F 1980-2016, Standard Guide for Accelerated Aging of 

I XI General Use 
Yes 

Sterile Barrier Systems for Medical Devices 

To add another row for Section J, please click on the button to the right. May be repeated as needed. I Add R /St d d I 
(To remove a particular row, please click on the "X" button at the beginning of the row.) ow an ar 

SECTION K UTILIZATION OF CDRH GUIDANCE DOCUMENTS 

How to fill out th is section: 

Title: Enter the title of the guidance documents used in the preparation of your premarket submission. CDRH guidance documents can be found 

I 

IX I 
2 

IX I 
3 

IX I 
4 

IX I 
5 

IX I 
6 

[TI 

. . . . . . 

Title of Guidance Document 

The 5 lO(k) Program: Evaluating Substantial Equivalence in Premarket Notifications [5 lO(k)], Guidance for Industry and Food and Dmg Administration Staff, 
July 28, 2014 

Recommended Content and Format of Non-Clinical Bench Performance Testing Information in Premarket Submissions, Guidance for Industry and Food and 
Drug Administration Staff, December 20, 2019 

Providing Regulatory Submissions for Medical Devices in Electronic Formal - Submissions under Section 745(b) oflhe Federal Food, Drug, and Cosmetic Act -
Guidance for Industry and Food and Drug Administration Staff 

Refuse to Accept Policy for 51 0(k)s - Guidance for Industry and Food and Drug Administration Staff, September 13, 2019 

Peripheral Percutaneous Transluminal Angioplasty (PT A) and Specialty Catheters - Premarket Notification (5 lO(k)) Submissions, Draft Guidance for Industry 
and Food and Drug Administration Staff, January 13, 2020 

Deciding When to Submit a 510(k) for a Change to an Existing Device, Guidance for Industry and Food and Drug Administration Staff, October 25, 2017 
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7 The Special 51 O(k) Program - Guidance for Industry and Food and Drug Administration Staff, September 13, 2019. 

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. 

*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 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." 
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Imperative Care LOP Catheters Appendix 16-6 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

Indications for Use 
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Dear Ms. Ellis, 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 
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Imperative, 

July 15, 2021 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center - W066-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Attn: Neuro-interventional Devices Branch 

1359 Dell Avenue 
Campbell, CA 95008 

Division of Neurological and Physical Medicine Devices 
Office of Device Evaluation 

···•·•· +1669.235,8155 
+1669265 0412 

C info@impemtivecare.com 

RE: Special 510(k) Notification, Imperative Care Large Distal Platform (LOP) Catheters 
- Changes Made Under Design Controls 

Enclosed is a Special 51 0(k) for proposed design and manufacturing modifications for the 
Imperative Care LDP catheters cleared under 510(k) K203764. Modifications to the catheter 

include dimensional updates, additional axial and radial reinforcements!·-·-·-·-·-·-(b)(4) -·-·-·-·_._i and 
manufacturing process improvements. 

The Imperative Care LDP Catheters are Class II devices per 21 CFR 870.1250, Product Code 
QJP and DQY. The LDP Catheters included in this premarket notification are listed in the 
following table: 

Zoom™ 88 Large Distal Platfom1 
ICTC088100 0.088" xl00cm 
ICTC088110 0.088" xll0cm 
ICAC088080 0.088" x80cm 

TracStarTM Large Distal Platform 
ICAC088090 0.088" x90cm 
ICAC088095 0.088" x95cm 
ICAC088105 0.088" x105cm 

To facilitate the review of this Special 51 0(k) notification, this submission has been formatted in 
accordance with the guidelines presented in the FDA guidance documents titled: 

i.i•i.eJln. @Imperative Care 
'T\0;ttr,,· @lmperative_Care 
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* The S"peda! 5JO(k) Prugram: Guidance for industry and FDA S!q/fissued September lJ, 
2019 

® Rejitse to Accept Po!icyjbr 5 JO(k)s: GuidancefiJr Industry and FDA Staff'issued 
September ] 3, 2019 

m Recommended Content and Format v(Non-Clinical Bench Perfhrmance Testing 
Information in Premarket Submissions issued December 20, 2019 

As reqmred by the Medical Device User Fee and Modernization Act (MDUFA), a Medical 
Device User Fee has been electronically submitted, A copy of the Medical Device User Fee 
Cover Sheet is included in Section 1,0 of this submission. 

One electronic copy (eCopy) of this submission is provided per FDA Guidance Document eCopy 
Prvgramfor lvfedfcal Device 5'ubmissiom Guidrmcefbr Industry and Food and Drug 
Administration Staff issued April 27, 2020, The existence of this Premarket Notification is 
confidentiaL and the protection afforded to such confidential information by 21 CFR 807,95 (b), 

18 USC 1905, 21 USC 331 (I), 5 USC 552, and other applicable laws is hereby claimed . 

Your cm1siderntion of this Special 51 O(k) notification is appreciated, Should you have any 
questions or require further information, please contact me at {408) 857-0934 or via email at 

1.;gUI~@Jn1t?trnJiY~£J1t£&9.r.D.o ln my absence., please contact NoraHadding, Senior Vice President., 
Clfo.ica1Affairst Regulatory Affairs, and Quality Assurance ati (b)(6) ! or via em.ail at 
nhadding@imperafrvecare .. com. L , 

Sincerelv, . 

[ • , (b)(6) •· I 

c,_,_,~ ,_ - ·/ - • _,_, ,_ , • _, ,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,, 

Knstin Ellis 
Regulatory Affairs Manager 
fmperative C;1re foe, 
Cc: Nora Hadding, Senior Vice President, Clinical Affairs, Regulatory Affairs, and Quality 
Assurance 
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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. 

K212224 Date Received by DCC: Jul 16, 2021 

Lead Reviewer: Leigh Anderson 

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 

~~~~.!>i..!~=~;; 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 51 O(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: 

04205.06.01 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. 

04205.06.01 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 

~ia 1~;nt1~4tne~agi:ri{nfb!ti~hete ••• 
an eleme:rit,ifaddltional spaceis 

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 

No 

□ 

□ 

□ 

□ 

:. 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 
ralf~nale wifl be i:::onsidered during t e review of thescobmiss~n. 
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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~ 
~nt~ sectionfo~an 

n of supportJng'informaflon. 

A. Administrative 

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 
(se 's guidance n 
D 

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

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

HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification51 Oki 
ucm142707 htm) 

6) Submission is a Class Ill 51 O(k) device. 
See recommended content (h ps: www fda gov medical-devices premarket­
notification-51 Ok premarket-notification-class-iii-certification-and-summa y). 

e-

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 O(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) 
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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. 

1 S) Device is intended to be marketed with accessories and/or as part of a system. 
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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~ 
~nt~ sectionfo~an 

n of supportJng'informaflon. 

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 component or accessory. 

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. 

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 Novo number, 
reclassified PMA number, classification regulation reference, if exempt (e.g., 21 
CFR 872.371 O) 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. 
(htt s: www fda ov medical-devices ualit -and-com liance-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 O(k) Summary (if applicable) and that used in comparative 
performance testing). 

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 51 O(k) Proqro • • • ivalence 
in Premarket Notifications [510(k)l," available at htt -
information search-fda uidance-documents 510 tial-
equivolence-premarket-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). 
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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. 

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. 

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 809 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 redlined copies be provided. 
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Digital Signature Concurrence Table 

Leigh B. Digitally signed by Leigh 
B. Anderson -S 

Reviewer Sign-Off 

Anderson -5 Date: 2021.07.28 09: 11 :41 
-04'00' 

Management Sign-Off 
(digital signature 
optional)* 

* Management review of checklist and concurrence with with decision required. 
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Dear Ms. Ellis, 

Thank you for your email and update regarding K212224. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHTSA: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHTS: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO 1'JHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 

Sent: Monday, August 30, 2021 1:24 PM 

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

Subject: [EXTERNAL] RE: K212224 is on Hold Pending Your Response 

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 afternoon Ms. Anderson, 

I apologize for not responding sooner, I acknowledge the receipt of the request for 
additional information. It is my intention to provide a response to you this week. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 
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[cid:image001.png@01D79FD5.729496F0] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

From: Leigh Anderson [LEIGH.ANDERSON] 
<leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@fda.hhs.gov>> 

Sent: Wednesday, August 4, 2021 12:45 PM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: Leigh Anderson [LEIGH.ANDERSON] 
<leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@fda.hhs.gov>> 

Subject: K212224 is on Hold Pending Your Response 

August 4, 2021 

We have reviewed your submission. Please see attached. 

If you have any questions, please contact the lead reviewer assigned to your 
submission, Leigh Anderson. 

*** This is a system-generated email notification*** 
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Imperative Care LOP Catheters 

PRODUCT SPECIFICATION, 
TRACSTAR & ZOOM 

! (b)(4) : CATHETERS,·-----~-; 

Page 1 of 12 

Appendix 13-1 
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Dear Ms. Ellis, 

Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for K212224. The submission is still under review at this time. If we have 
additional questions, we will reach out as soon as possible. 

Regards, 

Leigh Aradersma 
Biornedico! Engineer 

Nemointaventiorad Devis:es Teil>rn 
DHT5A: Division of Neurn,urgiwl, Neurninternentimrnl and Neurndiagnostk Devke, 
OHlS: Offirn of Nemologkd arad Physical Medidnic Devke$ 
Office of Prnduct Evdmitkm and Qudity 
cmm I food and Drug Administration 
White Od,, Bldg. 66, Rm, 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 30:t-796-5613 
leigh,anderson@fda. h hs,gov 

Excellent wstomer service is important to us. Plem;e take a moment to provide.feedback reg-,arding the cm;tomer service you have received: 
/Jttes:/Lwww.research. nel/sLcdrhcustomerservice ?ID= 1712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 
Sent: Tuesday, September 14, 202111:48 AM 
To: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Cc: Nora Hadding <nhadding@imperativecare.com> 
Subject: [EXTERNAL] K212224 Review Status 

C.i\UTIUci 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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status of K212224. With the request for additional information hold and the 
Labor Day holiday, I am unsure of the review clock day count. I believe the clock is currently at Day 32. Can you please confirm if this is correct or if not, what 
date is the end of the review cycle? 

Additionally, please let me know if there is any further information you require to complete the review. 

Kind regards, 

Kristin Ellis 

~ 

:· . .:,: +1.408.857.0934 

t_t:~HJ_:~@}rr-1_pf~_r_,}t\'.,1_f~_r1~rr_-_~;_:'.rr: 
_:m_pf:rat:vecare .con-: I Urd,:ed~n I Tw:tt0r ! Yo~: rd)f: 

13:>9 Gel! Avenue, Campbel!,. CA 95008 

WY:lW_,JJTP~_!_~-~i:L?~~_r_~_._~Q_ff! 
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Dear Ms. Ellis, 

Our goal is to complete review of the response within 30 days of receipt, which shows 
to be October 2, 2021, in our document tracking system. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

vifhite Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 

Sent: Tuesday, September 14, 2021 12:45 PM 

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

Cc: Nora Hadding <nhadding@imperativecare.com>; K212224@docs.fda.gov 

Subject: RE: [EXTERNAL] K212224 Review Status 

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. 

Dear Ms. Anderson, 

Thank you for the correction of the review clock day. Can you please provide me with 
the submission timing review goal for this Special 510(k)? This would be helpful for 
our planning purposes. 

Kind regards, 

Kristin Ellis 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024
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Regulatory Affairs Manager 

[cid:image001.png@01D7A988.6A8582A0] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Tuesday, September 14, 2021 9:22 AM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>>; 
K212224@docs.fda.gov<mailto:K212224@docs.fda.gov> 

Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for 
K212224. The submission is still under review at this time. If we have additional 
questions, we will reach out as soon as possible. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l712&S=E<https://nam12.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7C4ld7389c973f4ad8b56608d9779b 
b9f6%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637672333015015148%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=c 
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DJ9 61'Jm7 af cUx0V%2FEKUSkOz IJoLhzHHsDUcEm0CE2 i w% 3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Sent: Tuesday, September 14, 2021 11:48 AM 

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

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>> 

Subject: [EXTERNAL] K2 l2224 Review Status 

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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status 
of K212224. With the request for additional information hold and the Labor Day 
holiday, I am unsure of the review clock day count. I believe the clock is currently 
at Day 32. Can you please confirm if this is correct or if not, what date is the end of 
the review cycle? 

Additionally, please let me know if there is any further information you require to 
complete the review. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image00l.png@0lD7A988.6A8582A0] 

M: +l.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://naml2.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linked n 
.com%2Fcompany%2Fimperativecare%2F&data=04%7C01%7Ckellis%40imperativecare.com%7C4ld73 9 
c973f4ad8b56608d9779bb9f6%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C6376723330150l l 
4 8%7CUnknown%7CT1'JFpbGZsb3d8eyJWij oiMC4wLjAwMDAiLCJQij oi V2luMz IiLCJBTiI 6Iklha1'JwiLCJXVCI 6 
Mn0%3D%7Cl000&sdata=Y9Tbi5VmjZ23RCWbXllqAjXWiaGY5qBvwqqDjOD9hpw%3D&reserved=0> I 

Twitter<https://naml2.safelinks.protection.outlook.com/?url=https%3A%2F%2Ftwitter.com%2 
Fimperative_care&data=04%7C01%7Ckellis%40imperativecare.com%7C4ld7389c973f4ad8b56608d97 
79bb9f6%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637672333015015148%7CUnknown%7CTWF 
pbGZsb3d8eyJvifij oiMC4wLjAwMDAiLCJQij oi V2luMz IiLCJBTiI 6IklhaWwiLCJXVCI 6Mn0%3D 9o7Cl 0 0 0 &sdat 
a=l7iP23PU%2F9LwaYyBHw4gml5fvYnRetNO%2Bw45kilzi0Y%3D&reserved=0> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

510(k) Number {if known) 
K212224 

Device Name 

Indications for Use 

TracStar LDP Large Distal Platform 
Zoom 88 Large Distal Platform 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2023 

See PRA Statement below. 

The Trac Star LDP Large Distal Platform is indicated for the introduction of interventional devices into the peripheral, 
coronary, and neuro vasculature. 

The Zoom 88 Large Distal Platform is indicated for the introduction of interventional devices into the peripheral, 
coronary, and neuro vasculature. 

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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Dear Ms. Anderson, 

Attached please find the response to FDA's Interactive Request for th~ (b }( 4) f Please let me know if you have further questions or 
need any further cl a rificat ion. '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Kind regards, 

Kristin Ellis 

~ 

::i: +1.408.857.0934 
• _kr::!~is(f..: :m_perati'v'e~~ ff:.CC!n": 

tfnQf:rat:vecare .corr. I j,j_r;j~g,~-l_ln I Tw:ttr::r ! Y~x:T~:bf; 

13.59 GeH Avenue, Carnpbel!, CA 95008 
_W'.Nw,Jrrnt:~.u~_t_iv_1:_~r1~r~}_._q~rn 

From: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Sent: Friday, July 23, 2021 7:38 AM 
To: Kristin Ellis <kellis@imperativecare.com> 

Cc: K212224@docs.fda.gov ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Subject: K212224 - Interactive Request L_ __________________ (b )(4) ·-·-·-·-·-·-·-·-·-· [Please Reply by Mon Jul 26) 

Dear Ms. Ellis, 

I am lead reviewer for K212224 for the TracStar and Zoom 88 Large Distal Platform Catheters. We are still early in our review and primarily in the administrative 

RTA review phase. We have noticed that the fol lowi n(·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· (b )(4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· j 

We request that you provide a response to the following items via email by Monday, July 26 to facilitate our review. If you have concerns with the proposed 
timeline, please let me know. 

___ FDA Request: ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Regards, 
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i.eigh Amlemm 
Biwnedk:af Engineer 
Nei.m:iinten1entional Devices Team 
DHT5A: Division of Bfoumsurgkal, Meurninterventiomil &rn:1 Neumdiagrmstic Devices 
OHTS: otfae of Meumlogkal and Physkal Medicine Devices 
Offo:e of Prrn:lus:t Evaluation and Quality 
CDRH I food :orn:1 Drng Adrninistrntion 
\1\/hik Oak, Bldg. 66, Rm. 4276 I 10001 New IJ&mp$hirn Avenue I Silver Spring, MD 7.0993 
Ph: 301- 796-5613 
leigh.anderson@fda.hhs.gov 

£11ce//e11t customer service is important to us. Please take a moment to provide feedback regarding the customer service yau have received: 
httpsj/www.research.net/s/cdrhcustomerservice ?ID= 1712&5=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 
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Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



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

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



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

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



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

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



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

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



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

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



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

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



Imperative Care LOP Catheters Appendix 16-10 

88 
LARGE DISTAL PLATFORM 

TR)fTip; 

/. 
Vil'i •• 

~ n::fC08G11iJ 

'1<:0nly 

!ill] 

?Jt r; ;}~'lUl{ t<~((fi: ;~ :: : n ;~(W fti i ·:qt(~~~}~/ 

DRAFT CONFIDENTIAL Page 1 of 1 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



Dear Ms. Ellis, 

Thank you for confirming receipt and for working with us interactively to address 
questions during review. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

vifhite Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 

Sent: Monday, September 20, 2021 2:05 PM 

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

Subject: [EXTERNAL] RE: K212224/S001 Review Complete 

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. 

Dear Ms. Anderson, 

Thank you for the completion of the review. 
to all of my questions. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

I appreciate your efforts and the answers 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1359 Dell Avenue, Campbell, CA 95008 
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From: Leigh Anderson [LEIGH.ANDERSON] 
<leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@fda.hhs.gov>> 

Sent: Monday, September 20, 2021 11:00 AM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: Leigh Anderson [LEIGH.ANDERSON] 
<leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@fda.hhs.gov>> 

Subject: K212224/S001 Review Complete 

September 20, 2021 

We have completed our review. Please refer to the attached letter for details. 

If you have any questions, please contact the lead reviewer assigned to your 
submission, Leigh Anderson. 

*** This is a system-generated email notification*** 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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

Thank you for your quick review and reply. We will use the latest versions I sent by 
email at this point moving forward. 

If we have additional questions, we will reach out to you. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 

Sent: Thursday, September 9, 2021 5:19 PM 

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

Cc: K212224@docs.fda.gov 

.. -3.ub-j_ec_t: __ rEXTERNALl., RE: K212224 - Interactive Request - (b)(4) 
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. 

Dear Ms. Anderson, 

(b)(4) 
Kind regards, 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



Kristin Ellis 

Regulatory Affairs Manager 
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From: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov<mailto:Leigh.Anderson@fda.hhs.gov>> 

Sent: Thursday, September 9, 2021 2:11 PM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: K212224@docs.fda.gov<mailto:K212224@docs.fda.gov> 

Subject: K212224 - Interactive Request - i {b){4) 
!._ _______ (b)(4) ______ ___! ~--------------

Dear Ms. Ellis, 
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Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHTSA: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHTS: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E<https://naml2.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7C6f34f4d4cbd740eca5fl08d973d6 
8b7e%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637668187905926085%7CUnknown%7CTWFpbG 
Zsb3d8eyJWij oiMC4wLjAwMDAiLCJQij oi V2luMz IiLCJBTiI 6Iklha1'JwiLCJXVCI 6Mn0%3D%7Cl 0 0 0 &sdata=k 
gy3WYuF8P8xTlFFKgGlR6uqn5WNj2UFuuYNBuCLVQs%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 
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Imperative Care 

INSTRUCTIONS 
FOR USE 

DEVICE DESCRIPTION 

LOP Catheters Appendix 16-2 

LARGE DISTAL PLATFORM 

The TracStar LDP™ Large Distal Platform TM (TracStar LDP) is a single lumen, braid and coil 
reinforced, variable stiffness catheter with a radiopaque marker and a lubricious hydrophilic coating on 
the distal 14 cm portion of the catheter. The Trac Star LDP has an outer diameter of 0.11 0" (2.8 mm) and 
is offered in working lengths of 95 cm and 105 cm. Additional dimensions are included on the device 
labels. The TracStar LDP has a luer hub on the proximal end. The TracStar LDP is compatible with 8F 
or greater introducer sheaths and 0.038" or smaller guidewires. A suppmt catheter may also be used to 
assist in accessing the target vasculature. 

The TracStar LDP is packaged with an accessory Rotating Hemostasis Valve (RHV). The RHV is 
intended to be attached to the proximal hub of the Trac Star LDP and used to control hemostasis during 
use with other devices. 

INDICATIONS FOR USE 

The TracStar LDP Large Distal Platform is indicated for the introduction of interventional devices into 
the peripheral, coronary, and neuro vasculature. 

CONTRAINDICATIONS 

There are no known contraindications. 

WARNINGS 

• The TracStar LDP should only be used by physicians who have received appropriate training in 
interventional techniques and are proficient in using guide sheaths and catheters. 

• Extreme caution should be used if it is required that the TracStar LOP be advanced near or through 
any anemysms or other vascular malformations. 

• The distal pmtion of the catheter has a lubricious hydrophilic coating and should be hydrated per 
Step 7 with heparinized saline before inserting the catheter into the patient. Failure to abide by this 
warning may result in damage to the device coating, which may necessitate intervention or result 
in serious adverse events. 

PRECAUTIONS 

• Use prior to the "Use By" date specified on the product package. 

• This device is intended for single use only. Do not resterilize or reuse. After use, dispose in 
accordance with hospital and/or local government policy. 

• Do not use kinked or damaged devices. Do not use open or damaged packages. 

• Do not use if the labeling is incomplete or illegible. 

• Prior to use, ensure that the dimensions (e.g. diameter and length) of the TracStar LDP and 
accessory/adjunctive devices to be used in the procedure are compatible with each other and 
appropriate for the target vasculature. 
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INSTRUCTIONS 
FOR USE LARGE DISTAL PLATFORM 

• To avoid the introduction of embolic fibers, do not use fabric/cloth/gauze to hydrate or wipe down 
the catheters. Catheters should be hydrated through short immersion in a bath of heparinized 
saline. 

• Use the TracStar LOP in conjunction with fluoroscopic visualization. 

Note: Sufficient shielding, reduced jluoroscopy times, and mod(fied X-ray technical factors should 
be used when possible to limit patient and physician exposure to X-ray radiation doses. 

• Exercise care when manipulating the device through tortuous anatomy. Do not advance or 
withdraw the TracStar LOP or accessory/adjunctive devices against resistance without careful 
assessment of the cause under fluoroscopy. If the cause cannot be detem1ined, withdraw all 
devices as a single unit. Excessive manipulation or torqueing the device against resistance may 
result in damage to the vasculature or the device. 

• Precautions to prevent or reduce clotting should be taken when any catheter is used in the vascular 
system. The use of systematic heparinization and heparinized sterile solution should be considered. 

• Maintain a constant infusion of an appropriate flush solution. If using a heparinized flush solution, 
care should be taken to account for the additional heparin being administered via the flush 
solution. Failure to do so can result in coagulopathy and excessive bleeding at the access site. 

• If flow through the device becomes restricted, do not attempt to clear the lumen by infusion. 
Remove and replace the device. 

• Use of an introducer sheath is necessary to introduce the TracStar LOP into the patient's 
vasculature. Attempting to introduce the catheter without this introducer can result in kinking or 
other damage to the device. 

• Hemostasis valves should be appropriately used throughout the procedure to minimize blood loss. 
Monitoring of intra-procedural blood loss throughout the procedure should also be performed to 
ensure that appropriate management may be instituted as necessary. 

• Do not use automated high-pressure contrast injection equipment with the TracStar LOP as it may 
damage the device. 

POTENTIAL ADVERSE EVENTS 

Possible complications include, but are not limited to, the following: 

• Acute occlusion, Ischemia • Infection, Sepsis 

• Unstable angina • Intracranial hemorrhage 

• Arrhythmia, including ventricular • Hypotension/Hypertension 
fibrillation • Acute myocardial infarction 

• Death • Infarction!N ecrosis 
• Distal embolization • Neurological defects including stroke 
• Emboli • Vessel spasm, thrombosis, dissection, 
• False aneurysm formation perforation, rupture 

• Fever • Drug reactions (e.g. coagulopathy, renal 

• Access Site Complications (Hematoma or insufficiency/failure, allergic reaction) 
hemorrhage, sterile inflammation, 
granulomas) 

This device is required to be used with fluoroscopy. Potential complications related to angiographic and 
fluoroscopic X-ray radiation doses include, but are not limited to: alopecia, bums ranging in severity 
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LARGE DISTAL PLATFORM 

from skin reddening to ulcers, cataracts, and delayed neoplasia. The probability of occurrence of 
complications may increase as procedure time and number of procedures increase. 

DEVICE PREPARATION AND USE 

1. Select an appropriate TracStar LDP based on distance from the access site to the target 
anatomy. Ensure that the diameter of the Trac Star LDP is appropriate for the vasculature. 

2. Select an appropriate support catheter based on the dimensions of the TracStar LDP being used, 
the target vessel, and the surrounding anatomy to help aid in accessing the target vessel. 

3. Open the product pouch and place the pouch card into the sterile field. Exercise care when 
removing the pouch card from the product pouch to prevent damage to the device and 
accessories. 

4. Remove the Rotating Hemostasis Valve (RHV) from the pouch card by removing it from the 
card tabs before gently lifting the TracStar LDP luer from the pouch card tab and removing the 
catheter shaft from the protective tubing. 

5. Inspect the TracStar LOP and accessories for kinks or other damage. If damage is noted, do not 
use the device. Replace with an undamaged device. 

Use Steps for the TracStar LDP Large Distal Platform 

6. Attach the provided RHV to the luer of the TracStar LDP. 

7. Hydrate the outer surface of the TracStar LDP and flush the lumen of the catheter and RHV 
with heparinized saline. 

Note: To avoid the introduction of embolicfibers, do not use fabric/cloth/gauze to hydrate or 
wipe down the catheters. Catheters should be hydrated through short immersion in a bath of 
heparinized saline. 

8. Open the RHV and advance support catheter+ guidewire ('.S0.038" diameter) into the TracStar 
LDP until the distal tip of the support catheter is well past the distal tip of the Trac Star LDP and 
then tighten the RHV to secure the support catheter in place. Do not ove1tighten the RHV as it 
could deform the support catheter lumen and prevent passage of a guidewire. 

9. Gently insert the TracStar LOP/support catheter/guidewire assembly (device assembly) into the 
SF or larger introducer sheath. 

Note: Follow the introducer sheath manufacturer's instructions for use when pe-rforming this 
step. 

10. Under fluoroscopy, advance the device assembly through the introducer sheath and into the 
patient's vasculature using conventional catheterization techniques. 

Note: If injection through the TracStar LDP is necessary, remove the support catheter and 
guidewire and aspirate the TracStar LDP lumen prior to injection. 

11. After gaining access to the desired vessel with the suppmi catheter and guidewire, advance the 
TracStar LDP over the support catheter to the desired position. 

12. Once the desired position is achieved, remove the support catheter and, if necessary, the 
guidewire. 
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13. The Trac Star LD P can be used as a conduit for other interventional and diagnostic agents to 
access the target vascular site and distal vessels. 

Note: Ensure that the pressure for any fluids being injected through the TracStar LDP does not 
exceed 300 PSI. Exceeding this value can result in severe vascular trauma. 

14. After the procedure has been completed, remove the TracStar LDP through the introducer 
sheath per standard procedure. 

15. Discard the TracStar LDP appropriately per facility procedure. 

PACKAGING 

The TracStar LDP is placed inside a protective HDPE tube and then secured to a HDPE packaging card. 
Accessories included in the TracStar LDP packaging include a Rotating Hemostasis Valve (RHV). The 
packaging card is placed into a Nylon/Tyvek pouch which is thermally sealed to maintain sterility post 
sterilization. 

The TracStar LDP is sterilized using Ethylene Oxide (EtO). 

The TracStar LDP will remain sterile unless the pouch is opened, damaged, or the "Use By" date has 

passed. 

M.ATERIALS 

The TracStar LDP is not made with natural rubber latex. 

STORAGE AND HANDLING 

Keep dry. Keep away from sunlight. Store at room temperature. 

SYMBOLS GLOSSARY 

Standard Reference: ISO 15223-1 §5.1.5 Medical devices - Symbols to be used with medical device labels, 
labelling and information to be supplied - Part 1: General requirements 

Symbol Definition 

- Manufacturer 

ILOTI Lot number 

~ Use by 

[TI] Attention - See instructions for use for safety infomiation and symbols glossary 

LBL002003.A Page 4 of 6 CONFIDENTIAL - DRAFT 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



Imperative Care 

INSTRUCTIONS 
FOR USE 

IREFI Catalogue number 

lsrERILEIEol 
Sterilized by ethylene oxide 

~ Nonpyrogenic 

LOP Catheters Appendix 16-2 

LARGE DISTAL PLATFORM 

~Only Prescription only - U.S. Federal Law restricts this device to use by or on the order of a 
physician 

® Do not use if packaging is damaged 

® Do not resterilize 

~) 
Do not reuse 

u] Contents (numeral indicates quantity of systems in package) 

-..._\~(_., 

'"/!:\-- Keep away from sunlight .......... 
1111 .. 
f Keep dry 

WARRANTY 

Imperative Care, Inc. ("Imperative Care") warrants that reasonable care has been used in the design and 
manufacture of this device. This warranty is in lieu of and excludes all other warranties not expressly set 
forth herein, whether expressed or implied by operation of law or otherwise, including, but not limited to, 
any implied warranties of merchantability or fitness for a paiticular use. Handling, storage, cleaning, and 
sterilization of this device as well as other factors relating to the patient, diagnosis, treatment, surgical 
procedures, and other matters beyond Imperative Care's control directly affect the device and the results 
obtained from its use. Imperative Care's obligation under this warranty is limited to the replacement of 
this device and Imperative Care shall not be liable for any incidental, consequential, or special loss, 
damage, or expense directly or indirectly arising from the use of this device. Imperative Care neither 
assumes, nor authorizes any other person to assume for it, any other or additional liability or 
responsibility in connection with this device. This warranty is valid only if the device is used in 
accordance with the manufacturer's instructions, and the warranty is limited to the original user. Any 
sale or other transfer or use of the device covered by this warranty to or by a user other than the original 
user shall cause this warranty to terminate immediately. Imperative Care assumes no liability with 
respect to devices reused, reprocessed, or resterilized, or serviced, repaired or modified by any party 
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other than the original manufacturer, and makes no warranties, expressed or implied, including but not 
limited to merchantability or fitness for intended use, with respect to such devices. 

-IMPERATIVE CARE, INC. 
1359 Dell Avenue 
Campbell, CA 95008 U.S.A. 
+ 1.408.502.7548 

© 2020 Imperative Care, Inc. All Rights Reserved. 
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The Zoom™ 88 Large Distal Platform™ catheters (Zoom 88) are single lumen, braid and coil reinforced, 
variable stiffness catheters with a radiopaque marker and a lubricious hydrophilic coating on the distal 18 
cm portion of the catheter. The Zoom 88 has an outer diameter of 0.110" (2.8 mm) and is offered in a 
working length of 110 cm. Additional dimensions are included on the device label. The Zoom 88 has a 
luer hub on the proximal end. The Zoom 88 is compatible with 8F or greater introducer sheaths and 
0.038" or smaller guidewires. A support catheter may also be used to assist in accessing the target 
vasculature. 

The Zoom 88 is packaged with an accessory Rotating Hemostasis Valve (RHV). The RHV is intended to 
be attached to the proximal hub of the Zoom 88 and used to control hemostasis during use with other 
devices. 

INDICATIONS FOR USE 

The Zoom 88 Large Distal Platform is indicated for the introduction of interventional devices into the 
peripheral, coronary, and neuro vasculature. 

CONTRAINDICATIONS 

There are no known contraindications. 

WARNINGS 

• The Zoom 88 should only be used by physicians who have received appropriate training in 
interventional techniques and are proficient in using guide sheaths and catheters. 

• Extreme caution should be used if it is required that the Zoom 88 be advanced near or through any 
aneurysms or other vascular malformations. 

• The distal portion of the catheter has a lubricious hydrophilic coating and should be hydrated per 
Step 7 with heparinized saline before inserting the catheter into the patient. Failure to abide by this 
warning may result in damage to the device coating, which may necessitate intervention or result 
in serious adverse events. 

PRECAUTIONS 

• Use prior to the "Use By" date specified on the product package. 

• This device is intended for single use only. Do not resterilize or reuse. After use, dispose in 
accordance with hospital and/or local government policy. 

• Do not use kinked or damaged devices. Do not use open or damaged packages. 

• Do not use if the labeling is incomplete or illegible. 

• Prior to use, ensure that the dimensions ( e.g. diameter and length) of the Zoom 88 and 
accessory/adjunctive devices to be used in the procedure are compatible with each other and 
appropriate for the target vasculature. 

• To avoid the introduction of embolic fibers, do not use fabric/cloth/gauze to hydrate or wipe down 
the catheters. Catheters should be hydrated through short immersion in a bath of heparinized 
saline. 
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• Use the Zoom 88 in conjunction with fluoroscopic visualization. 

Note: Sufficient shielding, reduced jluoroscopy times, and modified X-ray technical factors should 
be used when possible to limit patient and physician exposure to X-ray radiation doses. 

• Exercise care when manipulating the device through tortuous anatomy. Do not advance or 
withdraw the Zoom 88 or accessory/adjunctive devices against resistance without careful 
assessment of the cause under fluoroscopy. If the cause cannot be determined, withdraw all 
devices as a single unit. Excessive manipulation or torqueing the device against resistance may 
result in damage to the vasculature or the device. 

• Precautions to prevent or reduce clotting should be taken when any catheter is used in the vascular 
system. The use of systematic heparinization and heparinized sterile solution should be considered. 

• Maintain a constant infusion of an appropriate flush solution. If using a heparinized flush solution, 
care should be taken to account for the additional heparin being administered via the flush 
solution. Failure to do so can result in coagulopathy and excessive bleeding at the access site. 

• If flow through the device becomes restricted, do not attempt to clear the lumen by infusion. 
Remove and replace the device. 

• Use of an introducer sheath is necessary to introduce the Zoom 88 into the patient's vasculature. 
Attempting to introduce the catheter without this introducer can result in kinking or other damage 
to the device. 

• Hemostasis valves should be appropriately used throughout the procedure to minimize blood loss. 
Monitoring of intra-procedural blood loss throughout the procedure should also be performed to 
ensure that appropriate management may be instituted as necessary. 

• Do not use automated high-pressure contrast injection equipment with the Zoom 88 as it may 
damage the device. 

POTENTIAL ADVERSE EVENTS 

Possible complications include, but are not limited to, the following: 

• Acute occlusion, Ischemia • Infection, Sepsis 

• Unstable angina • Intracranial hemorrhage 

• Arrhythmia, including ventricular • Hypotension/Hypertension 
fibrillation • Acute myocardial infarction 

• Death • Infarction/Necrosis 
• Distal embolization • Neurological defects including stroke 
• Emboli • Vessel spasm, thrombosis, dissection, 
• False aneurysm formation perforation, rupture 

• Fever • Drug reactions ( e.g. coagulopathy, renal 

• Access Site Complications (Hematoma or insufficiency/failure, allergic reaction) 
hemorrhage, sterile inflammation, 
granulomas) 

This device is required to be used with fluoroscopy. Potential complications related to angiographic and 
fluoroscopic X-ray radiation doses include, but are not limited to: alopecia, bums ranging in severity 
from skin reddening to ulcers, cataracts, and delayed neoplasia. The probability of occurrence of 
complications may increase as procedure time and number of procedures increase. 
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1. Select an appropriate Zoom 88 based on the distance from the access site to the target anatomy. 
Ensure that the diameter of the Zoom 88 is appropriate for the vasculature. 

2. Select an appropriate support catheter based on the dimensions of Zoom 88 being used, the 
target vessel, and the surrounding anatomy to help aid in accessing the target vessel. 

3. Open the product pouch and place the pouch card into the sterile field. Exercise care when 
removing the pouch card from the product pouch to prevent damage to the device and 
accessories. 

4. Remove the Rotating Hemostasis Valve (RHV) from the pouch card by removing it from the 
card tabs before gently lifting the Zoom 88 luer from the pouch card tab and removing the 
catheter shaft from the protective tubing. 

5. Inspect the Zoom 88 and accessories for kinks or other damage. If damage is noted, do not use 
the device. Replace with an undamaged device. 

Use Steps for the Zoom 88 Large Distal Platform 

6. Attach the provided RHV to the luer of the Zoom 88. 

7. Hydrate the outer surface of the Zoom 88 and flush the lumen of the catheter and RHV with 
heparinized saline. 

Note: To avoid the introduction of embolic fibers, do not use fabric/cloth/gauze to hydrate or 
wipe down the catheters. Catheters should be hydrated through short immersion in a bath of 
heparinized saline. 

8. Open the RHV and advance support catheter+ guidewire (:::;0.038" diameter) into the Zoom 88 
until the distal tip of the support catheter is well past the distal tip of the Zoom 88 and then 
tighten the RHV to secure the suppmt catheter in place. Do not overtighten the RHV as it could 
defonn the support catheter lumen and prevent passage of a guidewire. 

9. Gently insert the Zoom 88/support catheter/guidewire assembly (device assembly) into the 8F 
or larger introducer sheath. 

Note: Follow the introducer sheath mamffacturer'.,; instructions.for use when performing this 
step. 

10. Under fluoroscopy, advance the device assembly through the introducer sheath and into the 
patient's vasculature using conventional catheterization techniques. 

Note: If injection through the Zoom 88 is necessary, remove the support catheter and guidewire 
and aspirate the Zoom 88 lumen prior to injection. 

11. After gaining access to the desired vessel with the support catheter and guidewire, advance the 
Zoom 88 over the suppmt catheter to the desired position. 

12. Once the desired position is achieved, remove the support catheter and, if necessary, the 
guidewire. 
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13. The Zoom 88 can be used as a conduit for other interventional and diagnostic agents to access 
the target vascular site and distal vessels. 

Note: Ensure that the pressure for any fluids being injected through the Zoom 88 does not 
exceed 300 PSI. Exceeding this value can result in severe vascular trauma. 

14. After the procedure has been completed, remove the Zoom 88 through the introducer sheath per 
standard procedure. 

15. Discard the Zoom 88 appropriately per facility procedure. 

PACKAGING 

The Zoom 88 is placed inside a protective HDPE tube and then secured to a HDPE packaging card. 
Accessories included in the Zoom 88 packaging include a Rotating Hemostasis Valve (RHV). The 
packaging card is placed into a Nylon/Tyvek pouch which is thennally sealed to maintain sterility post 
sterilization. 

The Zoom 88 is sterilized using Ethylene Oxide (EtO). 

The Zoom 88 will remain sterile unless the pouch is opened, damaged, or the "Use By" date has passed. 

MATERIALS 

The Zoom 88 is not made with natura1 rubber 1atex. 

STORAGE AND HANDLING 

Keep dry. Keep away from sunlight. Store at room temperature. 

SYMBOLS GLOSSARY 

Standard Reference: ISO 15223-1 §5.1.5 Medical devices - Symbols to be used with medical device 
labels, labelling and information to be supplied - Part 1: General requirements 

Symbol Definition 

- Manufacturer 

ILOTI Lot number 

r-···~ 
~ Use by 

O] Attention - See instructions for use for safety information and symbols glossary 
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lsrERILEIEol 
Sterilized by ethylene oxide 

* Nonpyrogenic 
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fxOnly Prescription only - U.S. Federal Law restricts this device to use by or on the order of a 
physician 

@ Do not use if packaging is damaged 

® Do not resterilize 

® Do not reuse 

uJ1 Contents (numeral indicates quantity of systems in package) 

.. .....,_,~.I----

----?i'\' Keep away from sunlight 
~\ 

+ Keep d1y 

WARRA .. NTY 

Imperative Care, Inc. ("Imperative Care") warrants that reasonable care has been used in the design and 
manufacture of this device. This warranty is in lieu of and excludes all other warranties not expressly set 
forth herein, whether expressed or implied by operation of law or otherwise, including, but not limited to, 
any implied warranties of merchantability or fitness for a particular use. Handling, storage, cleaning, and 
sterilization of this device as well as other factors relating to the patient, diagnosis, treatment, surgical 
procedures, and other matters beyond Imperative Care's control directly affect the device and the results 
obtained from its use. Imperative Care's obligation under this warranty is limited to the replacement of 
this device and Imperative Care shall not be liable for any incidental, consequential, or special loss, 
damage, or expense directly or indirectly arising from the use of this device. Imperative Care neither 
assumes, nor authorizes any other person to assume for it, any other or additional liability or 
responsibility in connection with this device. This warranty is valid only if the device is used in 
accordance with the manufacturer's instructions, and the warranty is limited to the original user. Any 
sale or other transfer or use of the device covered by this warranty to or by a user other than the original 
user shall cause this warranty to terminate immediately. Imperative Care assumes no liability with 
respect to devices reused, reprocessed, or resterilized, or serviced, repaired or modified by any party 
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other than the original manufacturer, and makes no wananties, expressed or implied, including but not 
limited to merchantability or fitness for intended use, with respect to such devices. 

-IMPERATIVE CARE, INC. 
1359 Dell Avenue 
Campbell CA 95008 U.S.A. 
+ 1.408.502.7548 

© 2020 Imperative Care, Inc., All Rights Reserved 
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Dear Ms. Ellis, 

Our goal is to complete review of the response within 30 days of receipt, which shows to be October 2, 2021, in our document tracking system. 

Regards, 

Leigh Aradersma 
Hfornedico! Engineer 
Nemointernentiond Devke, Team 
DHTSA: Division of Neurosurgical, Neuminterventkmal and Neurodiagnostic Devices 
OHT5: Office of Nemologkal and Phy,ical Medidne Devkes 
Office of Product Evduation and Quality 
cmm I food and Drug Admiraistrntkm 
White Oak, Bldg. 66, Rm, 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 301-796-5613 
leigh.anderson@fda. h hs.gov 

Excellent wstomer service is important to us. Plem;e take a moment to provide.feedback reg-,arding the cm;tomer service you have received: 
https://www.research.net/s/cdrhcustomerservice ?/Dec .17.12 &SccE 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 
Sent: Tuesday, September 14, 202112:45 PM 
To: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Cc: Nora Hadding <nhadding@imperativecare.com>; K212224@docs.fda.gov 
Subject: RE: [EXTERNAL] K212224 Review Status 

C.i\UTIUci 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. 

Dear Ms. Anderson, 

Thank you for the correction of the review clock day. Can you please provide me with the submission timing review goal for this Special 510(k)? This would be 
helpful for our planning purposes. 

Kind regards, 

Kristin Ellis 

~ 

:'.i: +1.408.857.0934 
t_t:~HJ_:~@}rr-1_pf~_r_,}t\'.,1_f~_r1~rr_-_~;_:'.rr: 

_:m_pf:rat:vecare .con-: I Urd,:ed~n I Tw:tt0r ! Yo~: rd)f: 

13:>9 Gel! Avenue, Campbel!,. CA 95008 

WY:lW_,JJTP~_!_~-~i:L?~~_r_~_._~Q_ff! 

From: Anderson, Leigh <Leifh,Ancle,-snnr,\lfda.hhs,f_ov> 
Sent: Tuesday, September 14, 2021 9:22 AM 
To: Kristin Ellis <keli,sr,\licn;)e,·at,vecil,e,rnm> 
Cc: Nora Hadding <nhadd;n_g@);rr:oeratlveca:e.com>; K2122240}dtH.:sJda.gov 
Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms, Ellis, 

Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for K212224. The submission is still under review at this time. If we have 
additional questions, we will reach out as soon as possible. 
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Regards, 

l.eigh Andersm1 
Biornedico! Engineer 
Nemointaventiond Deviu,s Teil>m 
DHT5A: Division of Neurrn;urgiwl, Neurni11terne11tiom,I and Neurn,:fa,gnostk Devke, 
OHlS: Offirn of Nemologkd and Physical Medidne Devke$ 
Office of Prnduct Evduation and Qudity 
cmm I food and Drug Administration 
White Ods:, Bldg. 66, Rrn. 4276 I 109iH New Mampshire Avenue I SilvN Spring, MD 20991 
Ph: 30:t-796-5613 
leigh. anderson@fda. h hs.gov 

Excellent customer service is important to us. Please toke o moment to provide feedback regarding the customer service you /Jave received: 
/Jttes:/Lwww.research. nel/sLcdrhcustomerservice ?ID= 1712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kel!i.s@1irrDerati\ti::{ari::.com> 
Sent: Tuesday, September 14, 202111:48 AM 
To: Anderson, Leigh <Le:g\/,ndP•:sor,@fda.hhssov> 
Cc: Nora Hadding <nh,1clcl!ngr,\l]n,oerativec,1•·e.com> 
Subject: [EXTERNAL] K212224 Review Status 

(J~UTlON: 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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status of K212224. With the request for additional information hold and the 
Labor Day holiday, I am unsure of the review clock day count. I believe the clock is currently at Day 32. Can you please confirm if this is correct or if not, what 
date is the end of the review cycle? 

Additionally, please let me know if there is any further information you require to complete the review. 

Kind regards, 

Kristin Ellis 

~ 

, ••• ,. +1.408.857.0934 

t_t:~HJ_:~@}rr-1_pf~_r_,}t\'.,1_f~_r1~rr_-_r;_:'.rr: 
_:m_pf:rat:vecare .corr: I Ur:ked~n I Tw:tt0r ! Yo~: rd)f: 

13:>9 Gel! Avenue, Campbel!,. CA 95008 

WY:lW_,JJTP~_!_~-~i:L?~~_r_~_._~Q_ff! 
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Dear Ms. Ellis, 

Thank you for your email reply and confirmation with the L_ ____________ (b )( 4) ·-·-·-·-·-·-· : 

Regards, 

Leigh Aradersma 
Bfornedico! Engineer 
Nemointernentiond Devke, Team 
DHTSA: Division of Neumsurgical, Neuminterventional and Neumdiagnostic Devices 
OHT5: Of-flee of Nemologkd and Phy,irnl Medidne Devices 
Office of Product Evduation and Quality 
cmm I food and Drug Admiraistrnti@ 
White Oak, Bldg. 66, Rm. 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 301.-796-.5613 
leigh.anderson@fda. h hs.gov 

Excellent wstomer service is important tom,. Plem,e take a moment to provide.feedback reg-,arding the cm,tomer service you have received: 
https://www.research.net/s/cdrhcustomerservice ?/Dec .17.1.2 &SccE 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 
Sent: Monday, September 20, 202111:20 AM 
To: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Cc: K212224@docs.fda.gov; Nora Hadding <nhadding@imperativecare.com> 

Subject: [EXTERNAL] RE: K212224[ _____________ _(~)_(~) ___________ ___! 

CAllTION • Thi~ emall orll!)nawd from wtsld<1 of th,i, QfgantiilUO!l. QQ not cllcl,; links Of op,m attacllmef!U unless vou rn,;ogntie the Wfld,i,r and know the content ls safe. 

Good morning Ms. Anderson, 

Kind regards, 

Kristin Ellis 

;",/;: +1.408.857.0934 
ke!~ls@:m per.a:.:ivera re. corr: 

iu_w_~r~-~i:r?~~rs_._~qxr I .U_i_~_~_?QJ_n I I~\·i~tfx i Ys-?~!I~Ji_~ 

13_c_19 DeH Avenue, Campbel!, CA 9S008 
www, lrr. pr::r~t:ve~~re.o:im 

From: Anderson, Leigh <lgigh.!\~derson@fda.\hs.gov> 
Sent: Monday, September 20, 2021 7:05 AM 
To: Kristin Ellis <keli,s@ic"npe,-at,vec~ce.rnm> 

~~~~~t~~~~~;~r rd 
c:.,wv_ (b )( 4) :.~~~~~~~! 

Dear Ms. Ellis, 

{b){4) 
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Regards, 

l.eigh Andersm1 
Biornedico! Engineer 
Nemointaventiond Deviu,s Teil>m 
DHT5A: Division of Neurrn;urgiwl, Neurni11terne11tiom,I and Neurn,:fa,gnostk Devke, 
OHlS: Offirn of Nemologkd and Physical Medidne Devke$ 
Office of Prnduct Evduation and Qudity 
cmm I food and Drug Administration 
White Ods:, Bldg. 66, Rrn. 4276 I 109iH New Mampshire Avenue I SilvN Spring, MD 20991 
Ph: 30:t-796-5613 
leigh. anderson@fda. h hs.gov 

Excellent customer service is important to us. Please toke o moment to provide feedback regarding the customer service you /Jave received: 
/Jttes:/Lwww.research. nel/sLcdrhcustomerservice ?ID= 1712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 
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From: 
Sent: 

Stephens, Nicholas* [Nicholas.Stephens@fda.hhs.gov] 
9/2/20215:51:32 PM 

To: 'kellis@imperativecare.com' [kellis@imperativecare.com] 
Subject: K212224/S001 Acknowledgement Notification 
Attachments: K212224.S001- letter.pdf 
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Acknowledgment Letter 

9/2/2021 

Kristin Ellis, Regulatory Affairs Manager 
Imperative Care Inc. 
1359 Dell A venue 
Campbell, CA 95008 
UNITED STATES 

Dear Kristin Ellis: 

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 
OPEQSubmissionSupport@)fda.hhs.gov. 

Submission Number: K212224/S00I 
Received: 9/2/2021 
Applicant: Imperative Care Inc. 
Device: TracStar Large Distal Platform (LDP) Catheter, Zoom 88 Large Distal 
Platform (LDP) Catheter 

We will notify you when the review of this document has been completed or if any additional 
information is required. For information about CDRH review regulations and policies, please 
refer to http://www.f da. gov/M edicalDevices/DeviceRegulationandGuidance/ default. htm. 

U.S. Food & Drug 1\dn1inistration 
10(.)03 New Hampshke Avenue 
Silver Spring, MD 20993 
www.fda.gov 

Sincerely yours, 

Center for Devices and Radiological Health 
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Dear Ms. Anderson, 

Thank you for your response and explanation, this is very helpful. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@01D7ADF8.987F8E70] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Friday, September 17, 2021 11:06 AM 

To: Kristin Ellis <kellis@imperativecare.com> 

Cc: Nora Hadding <nhadding@imperativecare.com>; K212224@docs.fda.gov 

Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Thanks for your email. 

You are correct that the Special 510(k) guidance document notes that FDA generally 
intends to review Special 510(k) submissions within 30 days of receipt. However, we 
have not been able to complete our review by FDA day 30 for K212224, as the submission 
is on day 34 of FDA review today. 

Just to clarify, the FDA review clock did not reset to O after the Additional 
Information (AINN) response was received, but continued counting from the day of the 
AINN request (day 19) for K212224. We intend to complete our review within 30 days of 
receipt of the response, or by October 2, 2021, for K212224 (which would be day 49). It 
is certainly possible we complete our review sooner than that date, but I cannot 
confirm a specific date for our review decision. I don't think the potential for the 
review to take up to an additional 30 days upon receipt of the AINN response is 
described in any specific document or webpage. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 
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OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

vifhite Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E<https://naml2.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7Caf3ddddc33414f3e5d7408d97a05 
del7%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637674987902025444%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=e 
YKiTemLLLQW0yqlSte89kJtbCpEpwkr%2FB4feWoVRJU%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Sent: Friday, September 17, 2021 10:51 AM 

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

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>>; 
K2l2224@docs.fda.gov<mailto:K2l2224@docs.fda.gov> 

Subject: RE: [EXTERNAL] K212224 Review Status 

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 Ms. Anderson, 

I know you must be very busy but I'm hoping that you can help me to better understand 
the review process for Special 510(k)s and the impact to the review time with issuance 
of an Additional Information letter. I reviewed the FDA Guidance Document "FDA and 
Industry Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review 
Clock and Goals, Guidance for Industry and Food and Drug Administration Staff" issued 
on October 2, 2017 and was not able to locate any language which indicates a reset of 
the review clock to 30 days for Special 510(k)s. The guidance document indicates that 
the clock stops upon issuance of a request for additional information and starts again 
upon receipt of the information. Following this guidance, I was under the impression 
that the review clock would have started back up at day 20 when Document Control 
received the requested additional information. Any help you can provide in indicating 
where I missed this information is appreciated for future submissions so that I can 
correctly advise project teams. 

In addition, is it possible that we will be receiving a response sooner than Oct.2? As 
always, please let me know if there is any additional information we can provide for 
the review. 

I appreciate the time you have already spent reviewing K212224 and answering my earlier 
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questions. Thank you in advance for taking the time to address these additional 
questions for my understanding. 

Kind regards, 

Kristin Ellis 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@01D7ADF8.987F8E70] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linkedin 
.com%2Fcompany%2Fimperativecare%2F&data=04%7C01%7Ckellis%40imperativecare.com%7Caf3dddd 
c33414f3e5d7408d97a05del7%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C6376749879020354 
03%7CUnknown%7CTWFpbGZsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6 
Mn0%3D%7Cl000&sdata=h3UC0Ovz9M3BkNHTwrW6dz4ymyKbqjITuWggWoDECRg%3D&reserved=0> I 

Twitter<https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Ftwitter.com%2 
Fimperative_care&data=04%7C01%7Ckellis%40imperativecare.com%7Caf3ddddc33414f3e5d7408d97 
a05del7%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637674987902035403%7CUnknown%7CTWF 
pbGZsb3d8eyJWij oiMC4wLjAwMDAiLCJQij oi V2luMz IiLCJBTiI 6Iklha1'JwiLCJXVCI 6Mn0%3D%7Cl 0 0 0 &sdat 
a=YsXMo13ZjqA5JFC2jz8gJbhmR5cezEyU%2FUQ%2B%2FQBWzaU%3D&reserved=0> 
YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Tuesday, September 14, 2021 1:49 PM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>>; 
K212224@docs.fda.gov<mailto:K212224@docs.fda.gov> 

Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Our goal is to complete review of the response within 30 days of receipt, which shows 
to be October 2, 2021, in our document tracking system. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 
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White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E<https://naml2.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7Caf3ddddc33414f3e5d7408d97a05 
del7%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637674987902045354%7CUnknown%7CTWFpbG 
Zsb3d8eyJWij oiMC4wLjAwMDAiLCJQij oi V2luMz IiLCJBTiI 6Iklha1'JwiLCJXVCI 6Mn0%3D%7Cl 0 0 0 &sdata=s 
VJQT9todXlpaGG%2FpQSdtmQ5cKsKRk%2F484zsipeyR%2FM%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Sent: Tuesday, September 14, 2021 12:45 PM 

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

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>>; 
K2l2224@docs.fda.gov<mailto:K2l2224@docs.fda.gov> 

Subject: RE: [EXTERNAL] K212224 Review Status 

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. 

Dear Ms. Anderson, 

Thank you for the correction of the review clock day. Can you please provide me with 
the submission timing review goal for this Special 510(k)? This would be helpful for 
our planning purposes. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image00l.png@0lD7ADF8.987F8E70] 
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imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://naml2.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linkedin 
.com%2Fcompany%2Fimperativecare%2F&data=04%7C01%7Ckellis%40imperativecare.com%7Caf3dddd 
c33414f3e5d7408d97a05del7%7Cf9bc67a2b9bd4bcc974aec60ef533 dc%7C0%7C0%7C6376749879020453 
54%7CUnknown%7CTWFpbGZsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2 uMziiLCJBTiI6IklhaWwiLCJXVCI6 
Mn0%3D%7Cl000&sdata=JAfU8xYTQQc5JmCF2rrjK%2F0%2BBUMtFBRe% BTaIRJEYQMc%3D&reserved=0> I 
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Twitter<https://naml2.safelinks.protection.outlook.com/?url=https%3A%2F%2Ftwitter.com%2 
Fimperative_care&data=04%7C01%7Ckellis%40imperativecare.com%7Caf3ddddc33414f3e5d7408d97 
a05del7%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637674987902045354%7CUnknown%7CTWF 
pbGZsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdat 
a=LlnOMat%2Bu%2FDrxKzOYArst76RITvLNWGsfXBv0arhQpA%3D&reserved=0> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Tuesday, September 14, 2021 9:22 AM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>>; 
K2l2224@docs.fda.gov<mailto:K2l2224@docs.fda.gov> 

Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for 
K212224. The submission is still under review at this time. If we have additional 
questions, we will reach out as soon as possible. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E<https://naml2.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7Caf3ddddc33414f3e5d7408d97a05 
del7%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637674987902055315%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=H 
pv%2BamkH28Uzrb8qzkexiMbHA44EHz5OY9R%2Fc8UBcF4%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
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document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Sent: Tuesday, September 14, 2021 11:48 AM 

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

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>> 

Subject: [EXTERNAL] K2 l2224 Review Status 

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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status 
of K212224. With the request for additional information hold and the Labor Day 
holiday, I am unsure of the review clock day count. I believe the clock is currently 
at Day 32. Can you please confirm if this is correct or if not, what date is the end of 
the review cycle? 

Additionally, please let me know if there is any further information you require to 
complete the review. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image00l.png@0lD7ADF8.987F8E70] 
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a05del7%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637674987902065268%7CUnknown%7CTWF 
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YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 
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Dear Ms. Anderson, 

Thank you for your response and explanation, this is very helpful. 

Kind regards, 

Kristin Ellis 

~ 

,' .. ,. +1.408.857.0934 
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From: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Sent: Friday, September 17, 202111:06 AM 
To: Kristin Ellis <kellis@imperativecare.com> 
Cc: Nora Hadding <nhadding@imperativecare.com>; K212224@docs.fda.gov 
Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Thanks for your email. 

You are correct that the Special 510(k) guidance document notes that FDA generally intends to review Special 510(k) submissions within 30 days of receipt. 
However, we have not been able to complete our review by FDA day 30 for K212224, as the submission is on day 34 of FDA review today. 

Just to clarify, the FDA review clock did not reset to O after the Additional Information (AINN) response was received, but continued counting from the day of 
the AINN request (day 19) for K212224. We intend to complete our review within 30 days of receipt of the response, or by October 2, 2021, for K212224 (which 
would be day 49). It is certainly possible we complete our review sooner than that date, but I cannot confirm a specific date for our review decision. I don't 
think the potential for the review to take up to an additional 30 days upon receipt of the AINN response is described in any specific document or webpage. 

Regards, 

i.eigh Anderson 
Biotnerfica! Engineer 
Neurnintenientional 0evk:e$ Ticam 
DHT5A: Division of Bfoumsurgkd, Neurointerventional ;;ind Neumdiagnostic Devices 
OHT5: Offke of N,rnrnlogkal and Phy$kal Medicine ikvks,s 
Ofl'ks, of Prndud Evaluation and Quality 
CDRH I food and Drug Administration 
\1\/hik Oak, Bldg. 66, Rm. 4276 I .1.0003 New llmnpshirn Avenus, I Silver Spring, MD 7.0993 
Ph:301-796-56:13 
leigh.a11ders<Jn@fda.hhs.g9v 

£11ce//e11t customer service is important to us. Please toke a moment to provide feedback regarding the customer service you have received: 
htlpsj/www.research.net/s/cdrhcustomerservice ?ID= 1712&5=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kei,Is(.8:,,-,peralivecne.co,n> 
Sent: Friday, September 17, 202110:51 AM 
To: Anderson, Leigh <Lei,,h.And2cso:,@;,fdc:J1hs.,,gv> 

Cc: Nora Hadding <r:1t;~g_g_j_tJg@~Lt:1:_pg_r_~1t)Y1~-~!~i:/~_~J;p_m>; ~?,))?!~@!_0_g_(f?Jg_~_,g_qy 
Subject: RE: [EXTERNAL] K212224 Review Status 

(J/Jn(H,. 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 Ms. Anderson, 

I know you must be very busy but I'm hoping that you can help me to better understand the review process for Special 510(k)s and the impact to the review 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024
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time with issuance of an Additional Information letter. I reviewed the FDA Guidance DocurfilelM. and Industry Actions on Premarket Notification (510(k)) 
Submissions: Effect on FDA Review Clock and Goals, Guidance for Industry and Food and Drug Administration Staff" issued on October 2, 2017 and was not able 
to locate any language which indicates a reset of the review clock to 30 days for Special 510(k)s. The guidance document indicates that the clock stops upon 
issuance of a request for additional information and starts again upon receipt of the information. Following this guidance, I was under the impression that thE 
review clock would have started back up at day 20 when Document Control received the requested additional information. Any help you can provide in 
indicating where I missed this information is appreciated for future submissions so that I can correctly advise project teams. 

In addition, is it possible that we will be receiving a response sooner than Oct.2? As always, please let me know if there is any additional information we can 
provide for the review. 

I appreciate the time you have already spent reviewing K212224 and answering my earlier questions. Thank you in advance for taking the time to address the, 
additional questions for my understanding. 

Kind regards, 
Kristin Ellis 

Kristin Ellis 

~ 

,.,,,,. +1.408.857.0934 

t_t:~HJ_:~@}rr-1_pf~_r_,}t\'.,1_f~_r1~rr_._~;_:'.rr: 

-~}_Tq):::rnfrvecar,~,CDB~ I UrJ~L(~u-~_1 I Tv•;~ttef i ~:"-:x~T~~b::: 

13:>9 Gel! Avenue, Campbel!,. CA 95008 
_'·.N\r,,1•,.N .lrr: per .::1 U"'ei.:.:;1r e .i.:orn 

From: Anderson, Leigh <Leifh.Ancle,-snnrc'ufda.hhs.f_ov> 
Sent: Tuesday, September 14, 20211:49 PM 
To: Kristin Ellis <keli:s(cjli~·mNat:11eca,e.rnm> 
Cc: Nora Hadding <nhadd;n_g@);rr:oeratlveca:e.com>; K2122240}dtH.:sJda.gov 
Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Our goal is to complete review of the response within 30 days of receipt, which shows to be October 2, 2021, in our document tracking system. 

Regards, 

Leigh Anderson 
Biwnedk:af Engineer 
Nei.m:iinten1entional Devices Team 
mffSA: Di11i$km of I\Jeum$mgkil>I, Neurointer11entim1al m1d I\Jeumdiagnostic Device$ 
OHTS: otfae of Meurdogkal and Physkal Medicine Devices 
Offo:e of Produs:t Evaluation and Quality 
CDRH I food ,md Drng Adrninistrntkm 
Wllite Oak, Bldg. 66, Rm. 4276 I 10903 New Hmnp,hire Avenue I Silver Spring, MD 20993 
Ph: 301- 796-5613 
leigh.anderson@fda. h hs.gov 

Excellent wstamer service i, irnportant ta us. Please take a moment ta provide feedback regarding the customer ,entice you have received: 
h_ttpsJ/www.resea_rch_.netjs/cd_rhcustom_erservice?IQ=lZ12&,5_=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <k2i,s!1D,nsoer~t,vecare.rnn1> 
Sent: Tuesday, September 14, 202112:45 PM 
To: Anderson, Leigh <L2'g'u\nde,son@)frb.hhs.gov> 
Cc: Nora Hadding <r:J:_~_(l_(J_):_g_{f:(t!LQfJ:~Jl:,t_rJ;'.~t?_,_~~;tn!>; ~?J/??4_(@_i;j~;t?;5J(l_~i'.gmr 
Subject: RE: [EXTERNAL] K212224 Review Status 

<:AlFIGNc 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. 

Dear Ms. Anderson, 
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Thank you for the correction of the review clock day. Can you please provide me with the submission timing review goal for this Special 510(1<)? This would be 
helpful for our planning purposes. 

Kind regards, 

Kristin Ellis 

~ 

,-. .:,, +1.408.857.0934 
• _k0!~is(f..; :m_pera-:.:i'v'ec~ ff:.CC!n": 

:mpeuU"'ec...2.H"e-.c..orr: I f.Jr:kedln I Tv,1:tter: Yo:..:r:..:b~ 

13.59 GeH Avenue, Carnpbel!, CA 95008 
wv--;w.ln~pei ;:1t:vec;:1i e.corn 

From: Anderson, Leigh <Lei;,h.Andemrn@)fda.hhs.;wv> 
Sent: Tuesday, September 14, 2021 9:22 AM 
To: Kristin Ellis <kel!,sfj)icm)e,·at,vecil,e.rnm> 

Cc: Nora Hadding <r:J:_~_(l_(J_):_g_{f:(t!LQfJ:~Jl:,t_rJ;'.~t?_,_~~;tn!>; ~?J/??4_(@_i;j~;t?;5J(l_~i'.gmr 
Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for K212224. The submission is still under review at this time. If we have 
additional questions, we will reach out as soon as possible. 

Regards, 

i.eigh Amlemm 
Biwnedk:af Engineer 
Neun:iinten1entional Devices Team 
DHT5A: Division of Neumsurgkal, Meurninterventiomil ,md Neumdiagrmstic Devices 
OHTS: otfae of Meumlogkal and Pllyskal Medicine Devices 
Offo:e of Pmdus:t Evaluation and Quality 
CDRH I food and Drng Adrninistrntion 
\1\/hik Oak, Bldg. 66, Rm. 4276 I .1.0001 New IJ;i,rnp$hirn Avenus, I Silver Spring, MD 7.0993 
Ph: 301- 796-5613 
leigh.anderson@fda.hhs.gov 

£11ce//e11t customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received: 
httpsj/www.research.net/s/cdrhcustomerservice ?ID= 1712&5=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <k2iis@,n,per~tivecare.con1> 
Sent: Tuesday, September 14, 202111:48 AM 
To: Anderson, Leigh <L2'g'u\nderson@)fda.hhs.gov> 
Cc: Nora Hadding <nhadcFng:qJ:,,.,p,,,mti.,1eca,e.rn1·n> 
Subject: [EXTERNAL] K212224 Review Status 

(/-.\UTff)t,~: 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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status of K212224. With the request for additional information hold and the 
Labor Day holiday, I am unsure of the review clock day count. I believe the clock is currently at Day 32. Can you please confirm if this is correct or if not, what 
date is the end of the review cycle? 

Additionally, please let me know if there is any further information you require to complete the review. 
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Kind regards, 

Kristin Ellis 

~ 

, ••• ,. +1.408.857.0934 

t_t:~HJ_;~@}rr_1_pf~_r_c}t['.,i_f~_r1~rr con·: 
-~}_Tq):::rnfrvecar,~,CDB~ I UrJ~L(~u-~_1 I Tv•;~ttef i ~:"-:x~T~~b::: 

13:>9 Gel! Avenue, Campbel!,. CA 95008 
_'·.N\r,,1•,.N .lrr: per .::1 U"'ei.:.:;1r e .i.:orn 
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r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

,.-.!9.-~?.?_~_1 __ ~--~DP Catheters - Responses to Interactive Request~ {b ){ 4) i 
[ _________ ( b )( 4) _________ i '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

FDA Request: 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
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Dear Ms. Anderson, 

Thank you for acknowledging the use of the corrected forms. 
have any other questions or need further information. 

Please let me know if you 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@01D7A586.2D30E9E0] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Thursday, September 9, 2021 2:21 PM 

To: Kristin Ellis <kellis@imperativecare.com> 

Cc: K212224@docs.fda.gov 

Subject: RE: [EXTERNAL] RE: K212224 - Interactive Request -
(b)(4) 

Dear Ms. Ellis, 

(b)(4) 

Thank you for your quick review and reply. We will use the latest versions I sent by 
email at this point moving forward. 

If we have additional questions, we will reach out to you. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@fda.hhs.gov> 
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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=l712&S=E<https://nam12.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl 712 9a2 6S% 3DE&da ta=0 4 %7C0 1%7Ckellis 9o40 imper a ti vecare. com%7C8 310 4dl f 3b2e4 7 4 8a3b5 0 8d97 3d7 
cb55%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637668192939450786%7CUnknown%7CTWFpbG 
Zsb3d8eyJWij oiMC4wLjAwMDAiLCJQij oi V2luMz IiLCJBTiI 6IklhaWwiLCJXVCI 6Mn0%3D 9o7Cl 0 0 0 &sdata=v 
XUZM%2FuTiUH%2Bs84Ylb%2Feodl6ENZCdLGs3gUH9cs%2F6%2FM%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Sent: Thursday, September 9, 2021 5:19 PM 

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

Cc: K212224@docs.fda.gov<mailto:K212224@docs.fda.gov> 
; 

Sub--ject: [EXTERNAL] RE: K212224 - Interactive Request -j (b)(4) 
(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. 

Dear Ms. Anderson, 

(b)(4) 
Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@01D7A586.2D30E9E0] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linkedin 
.com%2Fcompany%2Fimperativecare%2F&data=04%7C01%7Ckellis%40imperativecare.com%7C83104dl 
f3b2e4748a3b508d973d7cb55%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C6376681929394607 
40%7CUnknown%7CTWFpbGZsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6 
Mn0%3D%7Cl000&sdata=y2nhA8mcBoVPhJm5fLUZocCCxwtGigMO0bkGvqa8goY%3D&reserved=0> I 

Twitter<https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Ftwitter.com%2 
Fimperative care&data=04%7C01%7Ckellis%40imperativecare.com%7C83104dlf3b2e4748a3b508d97 
3d7cb55%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637668192939460740%7CUnknown%7CTWF 
pbGZsb3d8eyJWij oiMC4wLjAwMDAiLCJQij oi V2luMz IiLCJBTiI 6IklhaWwiLCJXVCI 6Mn0%3D 9o7Cl 0 0 0 &sdat 
a=89mEzypcbl%2FE0XnVBH4ZTBzOM25oqldDNEZ4fhoWPGw%3D&reserved=0> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 
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1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Thursday, September 9, 2021 2:11 PM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: K212224@docs.fda.gov<mailto:K212224@docs.fda.gov> 

Subject: K212224 - Interactive Request -

!_ _______ ( b )( 4) _____ ___! 

Dear Ms. Ellis, 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

(b)(4) 

DHTSA: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 
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CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E<https://naml2.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7C83104dlf3b2e4748a3b508d973d7 
cb55%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637668192939460740%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=Q 
xUq6Dz5IOQa3GBtHr7X706hRclbO56g7EOMfnD%2FHwY%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 
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Dear Ms. Ellis, 

Thank you far providing an interactive response wit l._ _________________________________ ( b )( 4 ) _________________________________ ___: I confirm receipt. 

Regards, 

Leigh Aradersma 
Bfornedico! Engineer 
Nemointernentiond Devke, Team 
DHTSA: Division of Neumsurgical, Neuminterventional and Neumdiagnostic Devices 
OHT5: Of-flee of Nemologkd and Phy,irnl Medidne Devices 
Office of Product Evduation and Quality 
cmm I food and Drug Admiraistrnti@ 
White Oak, Bldg. 66, Rm. 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 301.-796-.5613 
leigh.anderson@fda. h hs.gov 

Excellent wstomer service is important tom,. Plem,e take a moment to provide.feedback reg-,arding the cm,tomer service you have received: 

https://www.research.net/s/cdrhcustomerservice ?/Dec .17.1.2 &SccE 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 
Sent: Saturday, July 24, 2021 9:37 PM 
To: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Cc: K212224@docs.fda.gov; Nora Hadding <nhadding@imperativecare.com> 

Subject: [EXTERNAL] RE: K212224 - Interactive Request -[_ __________________ __{b){4) ·-·-·-·-·-·-·-·-·-·-·! (Please Reply by Mon Jul 26) 

CAllTION • Thi~ emall orll!)nawd from wtsld<1 of th,i, QfgantiilUO!l. QQ not cllcl,; links Of op,m attacllmef!U unless vou rn,;ogntie the Wfld,i,r and know the content ls safe. 

Dear Ms. Anderson, 

Attached please find the response to FDA's Interactive Request for thei (b)(4) ! Please let me know if you have further questions or 
need any further clarification. ' 

Kind regards, 

Kristin Ellis 

::i: +1.408.857.0934 

kt:~JH:~@}rr-1_pf~_r_,}t\'.,1_f~_r1~rr_._~;_:'.rr: 

_:mpf:rat:vecffe .con-: I Ur:kedln I Tw:tter ! Yo~:T~:bf: 

1359 Gel! Avenue, Campbel!,. Ci'.. 9.5008 

.WY:lW_,jJTP~r~-~i:r?a;~r~_._,;Q_ff! 

From: Anderson, Leigh <Leif( "Ancle,-snnr,\lfda.hhsc,'_ov> 
Sent: Friday, July 23, 2021 7:38 AM 
To: Kristin Ellis <kd,sr,\licn;)e,·atvecil,ecc;:m1> 

Cc: K2122.24 0} docs, fd a.go_y~ ,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 
Subject: K212224- Interactive Request-[_ __________________ (b)(4) -·-·-·-·-·-·-·-·-·-_!(Please Reply by Mon Jul 26) 

Dear Ms. Ellis, 

I am lead reviewer for K212224 for the TracStar and Zo_om . .81LL.arn.e . .Dj:;.taL.e.lil1f.oJ.m.C.atlle!e.cs •. W.e.arn .. s.U.U . .:acll.'.iI1.QULLe)lie.w_a11d.o.cimarLJ.v.i11.t.he administrative 

RTA review phase. We have noticed that the fol lowi ni.___·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· (b )( 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_: 

We request that you provide a response to the following items via email by Monday, July 26 to facilitate our review. If you have concerns with the proposed 
timeline, please let me know. 

FDA Request: 
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Regards, 

Leigh Aradersma 
Biornedico! Engineer 
Nemointerventiorad Devis:es Teil>m 
DHT5A: Division of Neurrn;urgiwl, Bfourninternentimrnl and Neurndilignostk Devke, 
OHTS: Offirn of Nemologicd lirad Physical Medidnic Devkes 
Office of Prnduct Evdmitkm lind Qudity 
cmm I food and Drug Administration 
White Od,, Bldg. 66, Rm. 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 301-796-5613 
leigh.anderson@fda. h hs.gov 

Excellent wstamer service is important tam,. Plem;e take a mament ta provide.feedback reg-,arding the cm,tomer service you have received: 
/Jttes:/Lwww.research. nel/sLcdrhcustomerservice ?ID= 1712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 
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Dear Ms. Ellis, 

Thank you for your email and update regarding K212224. 

Regards, 

Leigh Aradersma 
Hfornedico! Engineer 
Nemointernentiond Devke, Team 
DHTSA: Division of Neurosurgical, Neuminterventkmal and Neurodiagnostic Devices 
OHT5: Office of Nemologkal and Phy,ital Medidne Devkes 
Office of Product Evduation and Quality 
cmm I food and Drug Administration 
White Oak, Bldg. 66, Rm, 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 301-796-5613 
leigh.anderson@fda. h hs.gov 

Excellent wstomer service is important to us. Plem;e take a moment to provide.feedback reg-,arding the cm;tomer service you have received: 
https://www.research.net/s/cdrhcustomerservice ?/Dec .17.12 &SccE 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 
Sent: Monday, August 30, 20211:24 PM 
To: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Subject: [EXTERNAL] RE: K212224 is on Hold Pending Your Response 

(/-.\UTff)t,~: 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 afternoon Ms. Anderson, 

I apologize for not responding sooner, I acknowledge the receipt of the request for additional information. It is my intention to provide a response to you this 
week. 

Kind regards, 

Kristin Ellis 

~ 

:'.i: +1.408.857.0934 
t_t:~HJ_:~@}rr-1_pf~_r_,}t\'.,1_f~_r1~rr_-_r;_:'.rr: 

_:m_pf:rat:vecare .corr: I Ur:ked~n I Tw:tt0r ! Yo~: rd)f: 

13:>9 Gel! Avenue, Campbel!,. CA 95008 

WY:lW_,JJTP~_!_~-~i:L?~~_r_~_._~Q_ff! 

From: Leigh Anderson [LEIGH.ANDERSON] <rjf( .io,1dersoc1(::vfd,1,,1,1s.e;c,v> 
Sent: Wednesday, August 4, 202112:45 PM 
To: Kristin Ellis <keli,sfc\licrn)e,·at,vecil,e.rnm> 
Cc: Leigh Anderson [LEIGH.ANDERSON] <i2'g'1.anderson0Hd~. ,hqmv> 
Subject: K212224 is on Hold Pending Your Response 

August 4, 2021 

We have reviewed your submission, Please see attached, 

Tf you have any questions, please contact the lead reviewer assigned lo your submission, Leigh Anderson, 

*** This is a system-generated email notification*** 
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July 28, 2021</br></br><font face="arial"> 

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

<br/><br/> 

</font> 

<p>An administrative acceptance review was conducted on your submission K212224, 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, Leigh Anderson. 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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A. 

B. 

C. 

Submitter Information 
Submitter's Name: 
Address: 

Contact Person: 
Telephone: 
Email: 
Date of Preparation: 

Subject Device 
Proprietary Names: 

Common/Usual Name: 
Classification Name: 
Product Code: 

Regulation: 

Predicate Device(s) 
Proprietary Name: 

Common/Usual Name: 
Classification Name: 
Product Code: 
Regulation: 
Manufacturer: 
510(k): 

Proprietary Name: 

Common/Usual Name: 
Classification Name: 
Product Code: 
Regulation: 
Manufacturer: 
510(k): 

510(k) Summary 

Imperative Care, Inc. 
1359 Dell Avenue 
Campbell, CA 95008 
Kristin Ellis 
408-857-0934 
kellis@imperativecare.com 
September 1, 2021 

TracStar™ LDP Large Distal Platform 
Zoom™ 88 Large Distal Platform 
Guide Catheter 
Catheter, Percutaneous, Neurovasculature 
QJP 
DQY 
21 CFR 870.1250 

TracStar™ Large Distal Platform 
ZOOM™ 88 Large Distal Platform 
ZOOMTM 88-T Large Distal Platform 
Guide Catheter 
Catheter, Percutaneous, Neurovasculature 
QJP,DQY 
21 CFR. 870.1250 
Imperative Care, Inc. 
K203764 

EagleRay Long Sheath 
EagleRay Access Catheter 
Guide Catheter 
Catheter, Percutaneous 
DQY 
21 CFR. 870.1250 
Imperative Care Inc. 
Kl80169 

K212224 

D. Device Description: 

The Imperative Care Large Distal Platform (LDP) Catheters include the TracStar™ LDP 

Large Distal Platform and Zoom TM 88 Large Distal Platform. The LDP Catheters are 

0.038" diameter or smaller guidewire compatible single lumen guide catheters that provide 

Page 1 of 7 
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K212224 

access to peripheral, coronary and neuro vasculature. The catheters are comprised of a 

hollow cylindrical tube bonded at the proximal end to a standard luer fitting. The wall of 

the tube is constructed using a combination of metal coils/braids and medical grade 

polymers. The distal section of each catheter has a hydrophilic coating to enhance tracking 

through tortuous vasculature. An angled distal soft tip facilitates smooth tracking past 

vessel branches. A radiopaque marker provides visual confirmation of the distal tip 

location under fluoroscopy. LDP Catheters have an inner diameter of 0.088" (6F 

compatible), and a maximum outer diameter of 0.11 O". The LDP guide catheters are 

packaged with a rotating hemostasis valve (RHV) that is attached to the proximal luer to 

help maintain hemostasis. 

Accessory devices required, but not supplied include: 

• Guidewires 

• Support/diagnostic catheters 

• Introducer sheaths 

E. Indications for Use: 

The TracStar LDP Large Distal Platfom1 is indicated for the introduction of 

interventional devices into the peripheral, coronary, and neuro vasculature. 

The Zoom 88 Large Distal Platform is indicated for the introduction of interventional 

devices into the peripheral, coronary, and neuro vasculature. 

F. Principles of Operation: 

The LDP Catheters may be used with support catheters to assist in accessing the target 

vasculature. During use, the male luer of the RHV is attached to the proximal luer of the 

LDP Catheter to create a continuous lumen through the catheter and to the RHV ports. The 

female luer is typically connected to a saline drip line while the LDP Catheter is advanced 

through the vasculature. Use of the LDP Catheter relies on standard percutaneous 

interventional techniques, including access site preparation, introducing the catheter portion 

of the device, advancing the catheter under fluoroscopy, withdrawing the catheter, and 

closing the access site. 

G. Predicate Comparison: 

The predicate devices are the Imperative Care LDP Catheters cleared under K203764 and 

Kl 80169. The predicate and subject devices share the same intended use, basic technological 

characteristics, and the same performance characteristics, demonstrated through bench and 

Page 2 of 7 
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K212224 

laboratory testing as shown in Table 1. Modifications include dimensional updates, 

additional axial and radial reinforcements, and manufacturing process improvements. 

Table 1: Comparison of Subject and Predicate Devices 

Device 
Subject device Predicate devices 

Attribute 

FDA Product Class II, QJP and Class II, QJP and DQY, Class II, DQY, 21 CFR 
Classification DQY, 21 CFR 870.1250 21 CFR 870.1250 870.1250 

TracStar Large Distal 
TracStar LDP Large Distal Platform 

Product Name 
Platform ZOOM 88 Large Distal EagleRay Long Sheath 

Zoom 88 Large Distal Platform EagleRay Access Catheter 
Platform ZOOM 88-T Large 

Distal Platform 

51 0(k) Number K.212224 K.203764 Kl80169 

The TracStar LDP Large The TracStar Large Distal 
Distal Platform is indicated Platform is indicated for the 

for the introduction of introduction of interventional 
interventional devices into devices into the peripheral, The EagleRay Long Sheath 

the peripheral, coronary, and coronary, and neuro and EagleRay Access 

Indications for 
neuro vasculature. vasculature. Catheter are indicated for 

the introduction of 
Use 

The Zoom 88 Large Distal The ZOOM 88 and ZOOM 88- interventional devices into 
Platform is indicated for the T Large Distal Platform are the peripheral, coronary, 

introduction of indicated for the introduction and neuro vasculature. 
interventional devices into of interventional devices into 

the peripheral, coronary, and the peripheral, coronary, and 
neuro vasculature. neuro vasculature. 

Condition 
Sterile and Single Use Same Same 

Supplied 
Sterilization Ethylene Oxide (EtO), SAL 

Same Same 
Method 10-6 

Inner Diameter 
0.088" Same Same (Distal) 

Outer Diameter 
0.106" Same Same 

(Distal) 
Inner Diameter 

0.088" Same Same 
(Proximal) 

Outer Diameter 
0.110" Same Same (Proximal) 
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K212224 

Device 
Subject device Predicate device(s) 

Attribute 

Effective Length 80 - 110cm Same Same 

Tip Design 
Beveled distal edge, soft, 

Same Same 
flexible, atraumatic tip 

Distal Catheter Additional polymer Reinforced with metals and Reinforced with metals and 
Shaft reinforcement polymers polymers 

Proximal Additional radial Reinforced with metals and Reinforced with metals and 
Catheter Shaft reinforcement polymers polymers 

Coating Hydrophilic coating Same Same 

Commonly used medical 
Materials grade plastics & metals with Same Same 

hydrophilic coating 
Packaged Rotating Hemostasis Valve 

Same Same 
Accessories (RHV) 

The catheters are placed in a 
protective polyethylene tube, 

mounted with accessory 

Packaging 
RHV onto a polyethylene 

Configuration packaging card, placed into a Same Same 
pouch, sealed and labeled. 
The sealed pouch and IFU 

are placed in a labeled shelf 
carton box. 

H. Performance Data Supporting Substantial Equivalence: 

Bench and Laboratory (in-vitro) testing was completed to evaluate the differences between 

the subject LDP Catheters and predicate LDP Catheters. Performance specifications and test 

methods were based primarily on catheter performance standard ISO 10555-1 and a 

summary of the evaluated performance tests and specifications is presented in Table 2. 

The test results were reviewed and found to demonstrate that the differences between the 

subject LDP Catheters and predicate LDP Catheters do not significantly impact any 

performance parameters that would negatively affect the safety or effectiveness of the 

subject LDP Catheters. 
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Table 2: Tests and Performance Specifications 

Test Attribute Specification Results 

Delivery, Compatibility, 
The catheter shall be able to be delivered, Pass 

and Retraction 
deployed, and retracted per the IFU within a 

(Trackability) 
simulated neurological model without 
incurring any damage to the catheter. 

Flexibility and Kink 
There shall be no kinking of shaft Pass 

Resistance 
(permanent deformation) after simulated 
use. 
The catheters shall be able to be delivered Pass 

Compatibility with other through the minimum introducer sheath or 
Devices ( external) guide catheter size indicated in the product 

labeling. 

Gui dew ire 
The catheters shall be able to be delivered Pass 

Compatibility 
over the maximum size guidewire indicated 
in the product labeling. 
The catheters shall be able to accommodate 

Interventional Device 
other interventional devices ( e.g., support 

Compatibility (internal) 
catheter, diagnostic catheter) up to the Pass 
maximum size indicated in the product 
labeling. 
Devices and accessories shall be compatible 

Luer Compatibility with standard syringe luer fittings per ISO Pass 
80369-7. 

Accessory Compatibility Devices shall be compatible with an RHV. Pass 

The catheter shall have sufficient bond 
Catheter Bond Strength strengths to remain intact throughout a Pass 

procedure. 

Freedom from Leakage No liquid leakage from the hub or catheter 
Pass - positive pressure shaft at 46psi for 30 seconds 

Freedom from Leakage No air leakage into a 20cc syringe when 
Pass 

- negative pressure vacuum pulled for 15 seconds. 

Catheter does not burst under pressures that 
Dynamic Burst Pressure could be seen when performing contrast Pass 

injections with a standard 10cc syringe. 

Catheter does not burst under pressures that 
Static Burst Pressure could be seen when performing contrast Pass 

injections with a standard 10cc syringe. 
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Test Attribute Specification Results 

With the catheter tip held in a static 

Catheter Torque 
position, there shall be no separation of any 

Strength 
portion of the catheter when rotated at the Pass 
hub at least two (2) full rotations (720 
degrees). 

There shall be no kinking of the catheter 

Kink Resistance 
shaft (permanent deformation) after 

Pass 
wrapping around anatomically relevant 
bend radii. 

The proximal shaft of the catheters shall 

Pushability 
have sufficient stiffness that the user can 

Pass 
easily push the catheter to the target 
anatomy without buckling. 

Catheters shall not require excessive force 
Access Force to safely navigate and track to the target Pass 

anatomy. 

I. Biocompatibility Testing: 

There are no changes to patient contacting materials compared to the predicate device. 

Therefore, the original testing on the predicate devices applies to the subject devices and 

additional biocompatibility testing was not required. 

J. Sterilization: 

The LDP Catheters are sterilized using a validated EtO process with a sterility assurance 

level of lx1 o-6 validated per the overkill method in accordance with ISO 11135, 

"Sterilization Of Health-Care Products - Ethylene Oxide - Requirements For The 

Development, Validation And Routine Control Of A Sterilization Process For Medical 

Devices". 

K. Shelf Life and Packaging: 

Accelerated aging testing based on ASTM Fl980 was conducted to verify packaged device 

performance. A real time aging equivalent of 13 months was used to support a I-year shelf 

life claim. Device performance was verified by functional and performance testing. 

There are no changes to packaging compared to the predicate device. Therefore, the 

original testing on the predicate devices applies to the subject devices and additional 

packaging validation testing was not required. 
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L. Conclusions: 

Where differences were identified between the subject and predicate devices, a risk 

assessment was completed to determine if the difference would result in new safety or 

effectiveness concerns. As appropriate, previous bench and laboratory testing was 

evaluated for applicability and either the rationale for no impact was documented or 

verification and validation was repeated as required. 

Based on the results of the risk assessments and associated bench and laboratory testing, 

the subject and predicate devices are substantially equivalent and there are no new safety or 

effectiveness concerns. The subject device and predicate devices share the same intended 

use, basic technological characteristics, and performance characteristics. 
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Good morning Ms. Anderson, 

I know you must be very busy but I'm hoping that you can help me to better understand 
the review process for Special 510(k)s and the impact to the review time with issuance 
of an Additional Information letter. I reviewed the FDA Guidance Document "FDA and 
Industry Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review 
Clock and Goals, Guidance for Industry and Food and Drug Administration Staff" issued 
on October 2, 2017 and was not able to locate any language which indicates a reset of 
the review clock to 30 days for Special 510(k)s. The guidance document indicates that 
the clock stops upon issuance of a request for additional information and starts again 
upon receipt of the information. Following this guidance, I was under the impression 
that the review clock would have started back up at day 20 when Document Control 
received the requested additional information. Any help you can provide in indicating 
where I missed this information is appreciated for future submissions so that I can 
correctly advise project teams. 

In addition, is it possible that we will be receiving a response sooner than Oct.2? As 
always, please let me know if there is any additional information we can provide for 
the review. 

I appreciate the time you have already spent reviewing K212224 and answering my earlier 
questions. Thank you in advance for taking the time to address these additional 
questions for my understanding. 

Kind regards, 

Kristin Ellis 

Kristin Ellis 

Regulatory Affairs Manager 
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imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Tuesday, September 14, 2021 1:49 PM 

To: Kristin Ellis <kellis@imperativecare.com> 

Cc: Nora Hadding <nhadding@imperativecare.com>; K212224@docs.fda.gov 

Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Our goal is to complete review of the response within 30 days of receipt, which shows 
to be October 2, 2021, in our document tracking system. 

Regards, 
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Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E<https://naml2.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7C2712fecll9b64769135408d977cl 
16f9%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637672493466795309%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=O 
33TWBtI7thuFv2GZKE5ZSh4WFzZVx%2BivxcTvAn3Qic%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Sent: Tuesday, September 14, 2021 12:45 PM 

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

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>>; 
K2l2224@docs.fda.gov<mailto:K2l2224@docs.fda.gov> 

Subject: RE: [EXTERNAL] K212224 Review Status 

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. 

Dear Ms. Anderson, 

Thank you for the correction of the review clock day. Can you please provide me with 
the submission timing review goal for this Special 510(k)? This would be helpful for 
our planning purposes. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 
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YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Tuesday, September 14, 2021 9:22 AM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>>; 
K212224@docs.fda.gov<mailto:K212224@docs.fda.gov> 

Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for 
K212224. The submission is still under review at this time. If we have additional 
questions, we will reach out as soon as possible. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@fda.hhs.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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https://www.research.n t/s/cdrhcustomerservice?ID=l712&S=E<https://nam12.safelinks.prot 
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D1712%26S%3DE&data=04% C01%7Ckellis%40imperativecare.com%7C2712fecl19b64769135408d977cl 
16f9%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637672493466805262%7CUnknown%7CTWFpbG 
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vZ9CePqzgfpo52cRkT%2BYO1UfugdGExl4A3s0La0J9w%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Sent: Tuesday, September 14, 2021 11:48 AM 

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

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>> 

Subject: [EXTERNAL] K212224 Review Status 

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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status 
of K212224. With the request for additional information hold and the Labor Day 
holiday, I am unsure of the review clock day count. I believe the clock is currently 
at Day 32. Can you please confirm if this is correct or if not, what date is the end of 
the review cycle? 

Additionally, please let me know if there is any further information you require to 
complete the review. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 
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Dear Ms. Ellis, 

I am lead reviewer for K212224 for the TracStar and Zoom 88 Large Distal_Platform_Catheters._ We are_ still_ early in_ our review and primarily in the administrative 

RTA review phase. We have noticed that the fol lowinL_ ________________________________________________________ (b )( 4)·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___: 

We request that you provide a response to the following items via email by Monday, July 26 to facilitate our review. If you have concerns with the proposed 
timeline, please let me know. 

___ FDA Request: ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Regards, 

Leigh Aradersma 
Biornedico! Engineer 
Nemointerventiorad Devis:es Teil>m 
DHTSA: Division of Neumsurgical, Neurninterventional and Neumdiagnostic Devices 

OHTS: Office of Nemologicd and Physirnl Medidne Devkes 
Office of Product Evduation ,md Qudity 

cmm I food and Drug Administration 

White Od,, Bldg. 66, Rm. 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 301-796-5613 
leigh.anderson@fda. h hs.gov 

Excellent wstamer service is important tam,. Plem;e take a moment ta provide.feedback reg-,arding the cm,tomer service you have received: 
https:j /www.research. nel/s/cdrhcustomerservice ?ID= 1712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 

review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 
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Dear Ms. Ellis, 

Thank you for providing an interactive response with more 
(b)(4) I confirm receipt. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

(b)(4) 

DHTSA: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHTS: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 

Sent: Saturday, July 24, 2021 9:37 PM 

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

Cc: K2l2224@docs.fda.gov; Nora Hadding <nhadding@imperativecare.com> 

Subject: [EXTERNAL] RE: K212224 - Interactive Request ~ (b)(4) 
(Please Reply by Mon Jul 26) ~------------------

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. 

Dear Ms. Anderson, 

Attached p7 ease find the response to FDA' s Interactive Request for the i (b)(4) 
(b)(4) Please let me know if you have further questions or need any further 

clarification. 

Kind regards, 

Kristin Ellis 
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Regulatory Affairs Manager 
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E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Friday, July 23, 2021 7:38 AM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: K212224@docs.fda.gov<mailto:K212224@docs.fda.gov> 

Subject: K212224 - Interactive Request - i (b)(4) i ( Please Reply ~-------------------
by Mon Jul 26) 

Dear Ms. Ellis, 

I am lead reviewer for K212224 for the TracStar and Zoom 88 Large Distal Platform 
Catheters. We are still early in our review and Rrimarily in the administrative RTA 
review phase. We have noticed that the followingi (b)(4) 

(b)(4) 

We request that you provide a response to the following items via email by Monday, July 
26 to facilitate our review. If you have concerns with the proposed timeline, please 
let me know. 

FDA Request: 
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Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E<https://naml2.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7Clf3fe5b3742d4fa4a2ae08d94de7 
7197%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637626478724862288%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=C 
PbwH3eMkVejSbGvr2%2BxV13E5WtYb70Pky%2BAKrBkjqc%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document t the addressee, you are hereby notified that any review, disclosure, 
disseminat on, copying, or other action based on the content of this communication is 
not author zed. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 
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Imperative Care, Inc. 
Kristin Ell is 
Regulatory Affairs Manager 
1359 Dell A venue 
Campbell, California 95008 

Re: K212224 

September 20, 2021 

Trade/Device Name: TracStar LDP Large Distal Platform; Zoom 88 Large Distal Platform 
Regulation Number: 21 CFR 870.1250 
Regulation Name: Percutaneous Catheter 
Regulatory Class: Class II 
Product Code: QJP, DQY 
Dated: September 1, 2021 
Received: September 2, 2021 

Dear Kristin Ellis: 

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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K.212224 - Kristin Ellis 

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 -5 

Nairn Muradyan, Ph.D. 
Assistant Director 
DHT5A: Division of Neurosurgical, 

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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Imperative Care LOP Catheters Appendix 16-7 
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Dear Ms. Ellis, 

Thanks for your email. 

You are correct that the Special 510(k) guidance document notes that FDA generally 
intends to review Special 510(k) submissions within 30 days of receipt. However, we 
have not been able to complete our review by FDA day 30 for K212224, as the submission 
is on day 34 of FDA review today. 

Just to clarify, the FDA review clock did not reset to O after the Additional 
Information (AINN) response was received, but continued counting from the day of the 
AINN request (day 19) for K212224. We intend to complete our review within 30 days of 
receipt of the response, or by October 2, 2021, for K212224 (which would be day 49). It 
is certainly possible we complete our review sooner than that date, but I cannot 
confirm a specific date for our review decision. I don't think the potential for the 
review to take up to an additional 30 days upon receipt of the AINN response is 
described in any specific document or webpage. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 

Sent: Friday, September 17, 2021 10:51 AM 

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

Cc: Nora Hadding <nhadding@imperativecare.com>; K212224@docs.fda.gov 

Subject: RE: [EXTERNAL] K212224 Review Status 

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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Good morning Ms. Anderson, 

I know you must be very busy but I'm hoping that you can help me to better understand 
the review process for Special 510(k)s and the impact to the review time with issuance 
of an Additional Information letter. I reviewed the FDA Guidance Document "FDA and 
Industry Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review 
Clock and Goals, Guidance for Industry and Food and Drug Administration Staff" issued 
on October 2, 2017 and was not able to locate any language which indicates a reset of 
the review clock to 30 days for Special 510(k)s. The guidance document indicates that 
the clock stops upon issuance of a request for additional information and starts again 
upon receipt of the information. Following this guidance, I was under the impression 
that the review clock would have started back up at day 20 when Document Control 
received the requested additional information. Any help you can provide in indicating 
where I missed this information is appreciated for future submissions so that I can 
correctly advise project teams. 

In addition, is it possible that we will be receiving a response sooner than Oct.2? As 
always, please let me know if there is any additional information we can provide for 
the review. 

I appreciate the time you have already spent reviewing K212224 and answering my earlier 
questions. Thank you in advance for taking the time to address these additional 
questions for my understanding. 

Kind regards, 

Kristin Ellis 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@01D7ABCC.BD4D0B20] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Tuesday, September 14, 2021 1:49 PM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>>; 
K212224@docs.fda.gov<mailto:K212224@docs.fda.gov> 

Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Our goal is to complete review of the response within 30 days of receipt, which shows 
to be October 2, 2021, in our document tracking system. 
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Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E<https://naml2.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7C2712fecll9b64769135408d977cl 
l6f9%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637672493466795309%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=O 
33TWBtI7thuFv2GZKE5ZSh4WFzZVx%2BivxcTvAn3Qic%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Sent: Tuesday, September 14, 2021 12:45 PM 

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

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>>; 
K2l2224@docs.fda.gov<mailto:K2l2224@docs.fda.gov> 

Subject: RE: [EXTERNAL] K212224 Review Status 

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. 

Dear Ms. Anderson, 

Thank you for the correction of the review clock day. Can you please provide me with 
the submission timing review goal for this Special 510(k)? This would be helpful for 
our planning purposes. 

Kind regards, 

Kristin Ellis 
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Regulatory Affairs Manager 

[cid:image001.png@01D7ABCC.BD4D0B20] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linkedin 
.com%2Fcompany%2Fimperativecare%2F&data=04%7C01%7Ckellis%40imperativecare.com%7C2712fec 
119b64769135408d977c116f9%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C6376724934668052 
62 9a7CUnknown%7CTWFpbGZsb3d8eyJvifij oiMC4wLjAwMDAiLCJQij oi V2luMz IiLCJBTiI 6IklhaWwiLCJXVCI 6 
Mn0%3D%7Cl000&sdata=uY%2BhW5R2%2BLtQhSZS3ItjT5i5v%2FC2tOCXPQX6E6XguVQ%3D&reserved=0> I 

Twitter<https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Ftwitter.com%2 
Fimperative_care&data=04%7C01%7Ckellis%40imperativecare.com%7C2712fec119b64769135408d97 
7c116f9%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637672493466805262%7CUnknown%7CTWF 
pbGZsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdat 
a=%2FlXM%2BdUKuH2nHBxQd0u7sh4HzRJzkdMTxIH7gvq6ZJo%3D&reserved=0> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Tuesday, September 14, 2021 9:22 AM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>>; 
K212224@docs.fda.gov<mailto:K212224@docs.fda.gov> 

Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for 
K212224. The submission is still under review at this time. If we have additional 
questions, we will reach out as soon as possible. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@fda.hhs.gov> 
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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=l712&S=E<https://nam12.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
D1712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7C2712fec119b64769135408d977cl 
16f9%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637672493466805262%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=K 
vZ9CePqzgfpo52cRkT%2BYO1UfugdGExl4A3s0La0J9w%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Sent: Tuesday, September 14, 2021 11:48 AM 

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

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>> 

Subject: [EXTERNAL] K212224 Review Status 

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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status 
of K212224. With the request for additional information hold and the Labor Day 
holiday, I am unsure of the review clock day count. I believe the clock is currently 
at Day 32. Can you please confirm if this is correct or if not, what date is the end of 
the review cycle? 

Additionally, please let me know if there is any further information you require to 
complete the review. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@01D7ABCC.BD4D0B20] 
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pbGZsb3d8eyJWij oiMC4wLjAwMDAiLCJQij oi V2luMz IiLCJBTiI 6Iklha1'JwiLCJXVCI 6Mn0%3D%7Cl 0 0 0 &sdat 
a=wlg82Kfnbyr5IdsBC5ZOX0pULjWUUIPX%2BvUnGBgK%2B2w%3D&reserved=0> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 
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Dear Ms. Anderson, 

Attached please find the response to FDA's Interactive Request for thei (~)~)~---
~--~~~) Please let me know if you have further questions or need any further 
clarification. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@01D780BA.BE3892D0] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative_care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Friday, July 23, 2021 7:38 AM 

To: Kristin Ellis <kellis@imperativecare.com> 

Cc: K212224@docs.fda.gov 

Subject: K212224 - Interactive Request -i {b}{4} 
by Mon Jul 26) ~-----------------

Dear Ms. Ellis, 

(Please Reply 

I am lead reviewer for K212224 for the TracStar and Zoom 88 Large Distal Platform 
Catheters. We are still early in our review and primarily in the administrative RTA 
review phase. We have noticed that the followin~ i (b)(4) 

(b)(4) i 

We request that you provide a response to the following items via email by Monday, July 
26 to facilitate our review. If you have concerns with the proposed timeline, please 
let me know. 

FDA Request: 
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Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E<https://naml2.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7Clf3fe5b3742d4fa4a2ae08d94de7 
7197%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637626478724862288%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=C 
PbwH3eMkVejSbGvr2%2BxV13E5WtYb70Pky%2BAKrBkjqc%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
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Imperative 

July 15, 2021 

lJ.S, Food and Drug Adminlstration 
Center for Devices and Radiological liealtb 
Document !\fail Center ·--· W066~G609 
l 0903 New Han1pshire A venue 
Silver Spring, MD 20993-0002 

Attn: Neuro-interventional Devices Branch 

1359 De I! N.'Btrne 
Carnphel!, CA 95008 

Division of Neurological and Physical Medicine Devices 
Office of Device Evaluation 

+1 669.235.8155 

+1 6G£L265 0412 
info@imp,1rn.tivecare.com 

,JUL 16 2021 

RE: Special 5l0(k) Notification, Imperative Care Large Distal Platform (LDP) Catheters 
-Changes Made Under Design Controls 

Enclosed is a Special 51 O(k) for proposed design and nrnnul°;;tcturing modifications for the 
hnpcrntive Care LDP catheters cleaned under 5 lO(k) K203764. Modifications to the catheter 

include dimensional updates, additional axial and radial reinforcements!._ _________ (b )( 4) __________ i and 
rnanufacturing process improvernents, 

The Imperative Care LDP Catheters are Class II devices per 2 l CFR 870.1250, Product Code 
QJP and DQY. ·rhe LDP Catheters included in this premarket notification arc listed in the 
fi)llo\ving table: 

Zoom TM 88 Large Distal Platfrwm 

TracStarTM Large Distal Platform 

ICTC088100 
1CTC088l 
ICAC088080 
ICAC088090 
ICAC088095 
1CAC088l 

0,088" x 1 OOem 
0.088'' xl10cn1 
0.088" x80cm 
0,088'' x90crn 
0.088" x95crn 

0.088'' xl 05cm 

To facilitate the reviev,; of this Special 51 O(k) notification, this submission has been formatted in 
accordance '-'Vitb the guidelines presented in the FDA guidaiKe documents titled: 

Li+:: rfn @Imperative Care 
fN,iv,;:. @!mperative_Care 
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Imperative 

• The Specio! 5JO(k) Program: Guidancefbr lndustry and FDA, Stqf/issued September 13, 
2019 

• R.Jdi1se to Accept Policyjbr 51 O(k)s: Guidance ,!br lndusffy and FDA Stqf{issued 
September 1 3, 2019 

• Recommended C'ontem and Fonnat of]v'on-Clinical Bench Pe1:fbrmance Testing 
Jnfbnnation in Premarket Sublnissions issued December 20, 20 19 

As required by the Medical Device User Fee and I'vlodemlzation Act (MDUFA), a ?viedical 
Device User Fee has been electronically submitted. A copy of the Medical Device User Fee 
Cover Sheet is included in Section 1.0 of this sub.mission. 

One electronic copy (eCopy) of this submission is provided per FDi\ Guidance Document eC'opy 
Program/hr Medical Device S'ubmissions Guidancejbr industry and Food and Drug 
Administration Stq{lissued April 27, 2020, The existence of this Premarket Notification is 
confidential, and the protection afforded to such confidential information by 21 CFR 807 ,95 (b), 
18 I}SC 1905, 21 USC 33 J (l), 5 USC 552, and other applicable laws is hereby claimed. 

Your consideration of this Special 51 0(k) notification is appreciated, Should you have any 
questions or require further infhrmation, please contact me at (408) 857-0934 or via etnail at 
keHisttz1in1pemtivecare.co111. In my absence, please contact Nora lladding, Senior Vice President, 
Clinical Affairs, Regulatory i\ffairs, and Quality ,Assurance ati (b)(6) ! or via email at 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

nhadding@.im perati vecare. com, 

,--·-·-·-·-·- S: i nec•1·e l,.., ______________________________________________________________________________ , 
i i 

I (b)(6) I 
i·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Kristin Ellis 

Regulatory i\fil1irs .tvlanage.r 
Irnperative Care Inc. 
Cc: Nora Hadding, Senior Vice President Clinical Affairs, Regulatory A.ffairs, and Quality 
Assurance 
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Dear Ms. Anderson, 

Thank you for acknowledging the use of the corrected forms. Please let me know if you have any other questions or need further information. 

Kind regards, 

Kristin Ellis 

~ 

+1.408.857.0934 

tf~_tlJ_:_;ffirn1}t:~r~_:_:t~:t:~r-~_i_r_;,~,r-·:~rr 
=wwer;atiy,;qe·ec.q:,rr, I l.,,,k,edlr, I Jwit1:,er i Yc:,:/f\<N 

13_c_19 DeH Avenue, Campbel!, CA 9S008 
\",l',.N\r,,1. l rr: pe rat hi er a re. re rn 

From: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Sent: Thursday, September 9, 2021 2:21 PM 
To: Kristin Ellis <kellis@imperativecare.com> 

Cc: K2122 2 4@docs. fd a.gov ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
Subject: RE: [EXTERNAL] RE: K212224 - Interactive Request -L__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·(b )(4) -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Dear Ms. Ellis, 

Thank you for your quick review and reply. We will use the latest versions I sent by email at this point moving forward. 

If we have additional questions, we will reach out to you. 

Regards, 

i.eigh Amlemm 
Biotnerfica! Engineer 
Neurnintenientionel 0evk:e$ Ticem 
DHT5A: Division of Bfoumsurgkd, Neurointerventiomil &rad Neumdiagnostic Devices 
OHT5: Offke of Nemdogkal and Phy$kal Medicine Devices 
Office of Product Evaluation and Quality 
CDRH I food and Drug Administration 
White Oak, Bldg. 66, Rm. 4276 I .1.0001 New llmnpshirn Avenue I Silver Spring, MD 7.0993 
Ph:301-796-5613 
leigh.anders<Jn@fda.hhs.g<Jv 

£11ce/lent customer service is important to us. Please toke a moment to provide feedback regarding the customer service you have received: 
htlpsj/www.research.net/s/cdrhcustomerservice ?ID= 1712&5=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <k,0,i is<],:rn,01c'r,itive_car:e.s:0T1> 
Sent: Thursday, September 9, 2021 5:19 PM 
To: Anderson, Leigh <l,1°,igh./\ndersgr,@fd,Lhhs.go,1> 

Cc: K21 2 2 2 4@ dnrs. fd c:.g ov ~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 

Subject: [EXTERNAL] RE: K212224 - Interactive Request L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· (b )( 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

Dear Ms. Anderson, 

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

Kind regards, 

Kristin Ellis 
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~ 

+1.408.857.0934 
tf~_tlJ_:_;ffirn1}t:~r~_:_:_i_\<'.t:~f_(_i_r_;,~,r-·:~rr 

:mper~th,cecaff:.c::!n": I Ur.kecHn I :[y,_dt_t~_r ! 'lc!\;T\;be 

1359 DeH P•.venue,. Campbel!, CA ~~5008 

Y:lW_Y:._l_._l_tIU-?f,r_0_H·~~f_0_t"_?,f!c~UJ 

From: Anderson, Leigh <Lei,+.Anderson(::vfd,1.,1,1s.e;c,v> 
Sent: Thursday, September 9, 2021 2:11 PM 
To: Kristin Ellis <kd!s(::vi>11oer,1Uvec;i,·e.corn> 

Cc: K212 2 2 4@) docs. fd a,gov .-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Subject: K212224 - Interactive Request - :._ ___________________________________ J~)~~L.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_: 

Dear Ms. Ellis, 

Regards, 

Leigh Aradersma 
Biornedico! Engineer 

Nemointaventiorad Devis:es Teil>m 
DHTSA: Division of Neumsurgical, Neurninterventional and Neumdiagnostic Devices 
OHTS: Office of Nemologicd and Physirnl Medidne Devkes 
Office of Product Evduation ,md Qudity 
cmm I food and Drug Administration 
White Od,, Bldg. 66, Rm. 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 301-796-5613 
leigh.anderson@fda. h hs.gov 

Excellent wstamer service is important tam,. Plem;e take a moment ta provide.feedback reg-,arding the cm,tomer service you have received: 
https:j /www.research. nel/s/cdrhcustomerservice ?ID= 1712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 
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lUi FOOD & tHUIG 
isDMiNISTR/11'.0N 

Food and Drug Administration 
CDRH/OPEQ/OHTV /DHTVA 

WO66 RM4276 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 
301-796-5613 

Premarket Notification 51 O{k) Review 

Date: September 9, 2021 

Reviewer: Leigh Anderson 

Subject: Special 510(k)# K212224/S001 

Applicant: Imperative Care Inc. 

Contact Name: Kristin Ellis 

Correspondent Firm: Imperative Care Inc. 

Received Date: September 2, 2021 

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

Pro Code(s): DQY Class: II Reg#: 870.1250 

Predicate Devices: 
Submission # Pro Code Device Trade Name 

Device Trade Name: TracStar LDP Large Distal 
Platform, Zoom 88 Large Distal Platform 

Contact Title: Regulatory Affairs Manager 

Phone: (408) 857-0934 Email: 
kellis@imperativecare.com 

Due Date: October 2, 2021 

Reg Name: Percutaneous Catheter 

Reg Name: Percutaneous catheter 

K203764 QJP, 
DQY 

TracStar Large Distal Platform, 
ZOOM 88 Large Distal Platform, 
ZOOM 88-T Lar e Distal Platfonn 

Applicant 
Imperative Care Inc. 

Recommendation 
I recommend that the TracStar LDP Large Distal Platfom1, Zoom 88 Large Distal Platfom1 is/are 

K212224/S001 Lead Memo Imperative Care Inc .... Trac Star Large Dista ... Page 1 of25 
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Dear Ms. Ellis, 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
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dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 
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~'S,J.i\VIQs.o, ( 4- DEPARTMENT OF HEAL TH & HUMAN SERVICES 

~,.~~ 
Public Health Service 

Food and Drug Administration 

Biocompatibility Review 

Date: 

To: 

From: 

Reviewer Electronic Signature: 

Subject: 

Applicant: 

i Contact: 

Memorandum 

August 4, 2021 

Leigh Anderson, M.S., Lead Reviewer OHT5/DHT5A 

Dhanya Williams, M.S. 
Biologist/Scientific Reviewer, OHT5/DHT5A 

signed by Dhanya K. Williams -

K212224 
for modifications to devices cleared in 

Imperative Care 
1359 Dell Avenue 
Cam bell, CA 95008 

Kristin Ellis 
Regulatory Affairs Manager 
Imp era ti ve Care Inc. 
Tel: 408-857-0934 

l._,_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· __!~1E.<!:~~--~-~!~.?(tY..i!P.R~£~.!i.:=~<:.9:~~:<:.?._1~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·__I,_ 

Biocompatibility Review - K212224 Page 1 of 16 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2023 

See PRA Statement below. 
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From: 
Sent: 

Sumpter, Melanie* [Melanie.Sumpter@fda.hhs.gov] 
7/16/20216:19:26 PM 

To: kellis@imperativecare.com 
Subject: K212224 Acknowledgment Notification 
Attachments: K212224 Letter.pdf 

Sincerely, 
Melanie N. Sumpter 
Technical Information Specialist - 510(k) Staff 
CDRH Document Control Center 
Me!anie5umpter@fda,hhs.gov 
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ADt"1lNISTRATlON 

Acknowledgment Letter 

7/16/2021 

Kristin Ellis, Regulatory Affairs Manager 
Imperative Care Inc. 
1359 Dell A venue 
Campbell, CA 95008 
UNITED STATES 

Dear Kristin Ellis: 

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 
OPEQSubmissionSupport@)fda.hhs.gov. 

Submission Number: K212224 
Received: 7/16/2021 
Applicant: Imperative Care Inc. 
Device: TracStar Large Distal Platform (LDP) Catheter, Zoom 88 Large Distal 
Platform (LDP) Catheter 

We will notify you when the review of this document has been completed or if any additional 
information is required. For information about CDRH review regulations and policies, please 
refer to http://www.f da. gov/M edicalDevices/DeviceRegulationandGuidance/ default. htm. 

U.S. Food & Drug 1\dn1inistration 
10(.)03 New Hampshke Avenue 
Silver Spring, MD 20993 
www.fda.gov 

Sincerely yours, 

Center for Devices and Radiological Health 
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ADM NiSTRATiON 

Food and Drng Administration 
CDRH/OPEQ/OHTV/DHTVA 

WO66 RM4276 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 
301-796-5613 

Premarket Notification 51 O{k) Review 

Date: September 9, 2021 

Reviewer: Leigh Anderson 

Subject: Special 510(k)# K212224/S001 

Applicant: Imperative Care Inc. 
Device Trade Name: TracStar LDP Large Distal 
Platform, Zoom 88 Large Distal Platform 

Contact Name: Kristin Ellis Contact Title: Regulatory Affairs Manager 

Correspondent Firm: Imperative Care Inc. 
Phone: ( 408) 857-0934 Email: 
kellis@imperativecare.com 

Received Date: September 2, 2021 Due Date: October 2, 2021 

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

Pro Code(s): DQY Class: II Reg#: 870.1250 Reg Name: Percutaneous catheter 

Predicate Devices: 
Submission# Pro Code Device Trade Name Applicant 
K203764 QJP, TracStar Large Distal Platform, Imperative Care Inc. 

DQY ZOOM 88 Large Distal Platform, 
ZOOM 88-T Large Distal Platform 

K212224/S001 Lead Memo Imperative Care Inc .... Trac Star Large Dista ... Page 1 of25 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

510(k) Number {if known) 
K212224 

Device Name 

Indications for Use 

TracStar LDP Large Distal Platform 
Zoom 88 Large Distal Platform 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2023 

See PRA Statement below. 

The Trac Star LDP Large Distal Platform is indicated for the introduction of interventional devices into the peripheral, 
coronary, and neuro vasculature. 

The Zoom 88 Large Distal Platform is indicated for the introduction of interventional devices into the peripheral, 
coronary, and neuro vasculature. 

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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Good morning Ms. Anderson, 

I know you must be very busy but I'm hoping that you can help me to better understand the review process for Special 510(k)s and the impact to the review 
time with issuance of an Additional Information letter. I reviewed the FDA Guidance Docurfile!M and Industry Actions on Premarket Notification (510(k)) 
Submissions: Effect on FDA Review Clock and Goals, Guidance for Industry and Food and Drug Administration Staff" issued on October 2, 2017 and was not able 
to locate any language which indicates a reset of the review clock to 30 days for Special 510(k)s. The guidance document indicates that the clock stops upon 
issuance of a request for additional information and starts again upon receipt of the information. Following this guidance, I was under the impression that thE 
review clock would have started back up at day 20 when Document Control received the requested additional information. Any help you can provide in 
indicating where I missed this information is appreciated for future submissions so that I can correctly advise project teams. 

In addition, is it possible that we will be receiving a response sooner than Oct.2? As always, please let me know if there is any additional information we can 
provide for the review. 

I appreciate the time you have already spent reviewing K212224 and answering my earlier questions. Thank you in advance for taking the time to address the, 
additional questions for my understanding. 

Kind regards, 
Kristin Ellis 

Kristin Ellis 

~ 

,\•',· +1.408.857.0934 
ke!:~s(j}J:rr:p0rn:!v0r.are .corr. 

hn_pe-rath1eca:-e.con~ I Uf:kedln I Tv .. 1~ttef ! )'o,;T,;be-

From: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Sent: Tuesday, September 14, 20211:49 PM 
To: Kristin Ellis <kellis@imperativecare.com> 
Cc: Nora Hadding <nhadding@imperativecare.com>; K212224@docs.fda.gov 
Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Our goal is to complete review of the response within 30 days of receipt, which shows to be October 2, 2021, in our document tracking system. 

Regards, 

Leigh Andersma 
Biornedico! Engineer 
Nemointav,mtiond ikvis:es Teil>rn 
DHTSA: Division of Neumsurgical, Neurninterventiom,I and Neumdiagrmstic Devices 
OHlS: Office of Nemologkd and Physical Medidne 0evke$ 
Office of Product Evduation ,md Qudity 
cmm I food and Drug Administration 
White Od,, Bldg. 66, Rm. 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 30:t-796-5613 
leigh.anderson@fda. h hs.gov 

Excellent wstamer service is important ta us. Plem;e take a moment ta provide.feedback reg-,arding the cm;tomer service you have received: 
https:j /www.research. nel/s/cdrhcustomerservice ?ID= 1712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kel!i.s@1irrDerati\ti::{ari::.com> 
Sent: Tuesday, September 14, 202112:45 PM 
To: Anderson, Leigh <Le:g\/,ndp,:sor,@fda.hhssov> 
Cc: Nora Hadding <r_:J_:_~1-~-~_1_r_:_r:~@)1n~uerntivecc!:·e.com>; K2122.24~}rdocs.fd3"g9_y~ 
Subject: RE: [EXTERNAL] K212224 Review Status 
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C.i\UTIUci 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. 

Dear Ms. Anderson, 

Thank you for the correction of the review clock day. Can you please provide me with the submission timing review goal for this Special 510(k)? This would be 
helpful for our planning purposes. 

Kind regards, 

Kristin Ellis 

~ 

•· ··•· +1.408.857.0934 

t_t:~HJ_:~@}rr-1_pf~_r_,}t\'.,1_f~_r1~rr_._~;_:'.rr: 

trr-1_p~_:_r_~_i_t_t1~}f_¥_;,~,_c•:~rr I UrJ~}J_:[J_1_1 I TwH:_t_t:~r I Y-:x1Td)::: 

13'.)9 Den fa.venue, Campbel!, CA :"?.1008 

_'·.N\r,,1•,.N .lrr: per .::1 U"'ei.:.:;1r e .i.:orn 

From: Anderson, Leigh <l.eigh./\ndNsGn(cjlfda nns.gov> 
Sent: Tuesday, September 14, 2021 9:22 AM 
To: Kristin Ellis <kel!is@liT1!JE't:3tiyeqre.es:;i:n> 
Cc: Nora Hadding <r_:J_:_~1-~-~_1_r_:_r:~@)1n~uerntivecc!:·e.com>; K2122.24~}rdocs.fd3"g9_y~ 
Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for K212224. The submission is still under review at this time. If we have 
additional questions, we will reach out as soon as possible. 

Regards, 

Leigh Aradersma 
Biornedico! Engineer 

Nemointernentiond Devke, Team 
DHTSA: Division of Neumsurgical, Neurninterventional and Neumdiagnostic Devices 
OHlS: Office of Nemologkal arad Physirnl Medidne 0evke$ 
Office of Product Evaluation and Quality 
cmm I food and Drug Admirai$trntim1 
White Oak, Bldg. 66, Rm. 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 30:t-796-5613 
leigh.anderson@fda. h hs.gov 

Excellent wstomer service is important to u.s.. Plea.s.e take a moment to provide.feedback reg-,arding the w.s.tomer service you have received: 
https:j /www.research. nel/s/cdrhcustomerservice ?ID= 1712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <k2,i!,(cl,;n,oernt!vr"rc:rr".rn'al> 
Sent: Tuesday, September 14, 202111:48 AM 
To: Anderson, Leigh <Leighj,ndp•·sor,(@fda.hhs.gov> 
Cc: Nora Hadding <nhad(fng@);n"oerativecare.cmn> 
Subject: [EXTERNAL] K212224 Review Status 

C.i\UTIUcJ· 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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status of K212224. With the request for additional information hold and the 
Labor Day holiday, I am unsure of the review clock day count. I believe the clock is currently at Day 32. Can you please confirm if this is correct or if not, what 
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date is the end of the review cycle? 

Additionally, please let me know if there is any further information you require to complete the review. 

Kind regards, 

Kristin Ellis 

~ 

•, ,', +1.408.857.0934 

_ke!~l s@ ~rn_perativei.:.:;1 t·e- .corr: 

trr-1_p~_:_r_~_i_t_t1~}f_¥_;,~,_c•:~rr I UrJ~}J_:[J_1_1 I TwH:_t_t:~r I Y-:x1Td)::: 
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Dear Ms. Ellis, 

Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for 
K212224. The submission is still under review at this time. If we have additional 
questions, we will reach out as soon as possible. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 

Sent: Tuesday, September 14, 2021 11:48 AM 

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

Cc: Nora Hadding <nhadding@imperativecare.com> 

Subject: [EXTERNAL] K212224 Review Status 

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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status 
of K212224. With the request for additional information hold and the Labor Day 
holiday, I am unsure of the review clock day count. I believe the clock is currently 
at Day 32. Can you please confirm if this is correct or if not, what date is the end of 
the review cycle? 
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Additionally, please let me know if there is any further information you require to 
complete the review. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@01D7A962.DA20C9B0] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative_care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 
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K212224 

510(k) Summary 
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Dear Ms. Ellis, 

Thank you for your quick review and reply. We will use the latest versions I sent by email at this point moving forward. 

If we have additional questions, we will reach ou t to you. 

Regards, 

l.eigh Andersm1 
Worned:cctl Engineet 

Ne1.m:iinter11entiomil Devkes Team 
DHT5A: Division of Neum,urgiwl, BJeuminternentimrnl and Neumdiagnostk Devke, 
OHTS: Office of Neurnlogical and Physical Medicine Devices 
Offk:e of Product Evdu;,tkm and q,rnlity 
CDRH I food and Drug Admini:itrntion 
White Od,, Bldg. 66, Rm. 4276 I 109iH New Mampshirs, Avenue I Silver Spring, MD 20991 
Ph: 301·- 796--5613 
leigh. a nderso n@fda. h hs.gov 

Excellent customer service is important to us. Please toke 11 moment to provide feedback regarding the rnstamer service you /Jave received: 
fittp_s://www.re_search_.n_et/s/cd_rh_custo_merse_rvice?ID_=17_12_8'S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document t o the addressee, you are hereby notified tha t any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immed iately not ify the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 
Sent: Thursday, September 9, 2021 5:19 PM 
To: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 

Cc: K2122 2 4@docs. fd a.gov ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Subject: [EXTERNAL] RE: K212224 - Interactive Request -j (b )( 4) i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Dear Ms. Anderson, 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b) ( 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Kind regards, 

Kristin Ellis 

~ 

,·"•,. +1.408.857.0934 
ke!:~s@):mpr::rntivr::r.are .corr. 

hn_pe-rathiecme.con~ I Uf:kedln I Tv .. 1~ttef_ ! )'o,;T,;be-

From: Anderson, Leigh <l:?J_g_i~J\Jg_~n~9n@J0_~}/:'.~:_g_qy> 
Sent: Thursday, September 9, 2021 2:11 PM 
To: Kristin Ellis <kelis@lhwerafvecare.com> 

Cc: K21. 2 2 2 4 (?:~doc:;. fd a,g_q~"' .-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Subject: K212224 - Interactive Request L_ __________________________________ (_b )( 4) -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· j 

Dear Ms. Ellis, 

(b)(4) 
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Regards, 

Leigh Anderson 
Biotnerfica! Engineer 
Neurnintenientional 0evk:e$ Ticam 
DHTS/:\: Division of Neurosurgkal, Nicurninticrventkmal and Neumcliagnostic Devkes 
OHTS: Offke of Neurnlogkal and Phy$irnl Medicine ikvicics 
Office of Prndud Evaluation and Quality 
CDRH I food and Drug Administration 
White Oel<, Bldg, 66, Rm. 4276 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph:301-796-5613 
leigh .a11derso11@fda. h hs.gCJv 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received.: 
htlpsj/www.research.net/s/cdrhcustomerservice ?ID= 1712&5=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 
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Septe1nber 1, 2021 

U,S, Food and 0mg Administration 
Center for Devices .and Radiological I-·Iealth 
Document Mail Center ····· W066-G609 
10903 New Hainpshire Avenue 
Silver Spring, MD 20993-0002 

135fl De!! Avern.ie 
Campbell, CA 95008 

Attn: Leigh Anderson, Biomedical Engineer/Premarket Reviewer 

"'16692358155 
-1,1 669265 0412 
hlo@impm,:ifr,,0car0.com 

RE: Special 510(k) K212224 ····· Response to FDA.Deficiency List [)ated August 4, 2021 
for the Imperative Care Large Distal Platfonn Catheters 

Dear· Ms" Anderson, 

Imperative Care Inc is submitting one electronic copy (eCopy) of this response to the FDA 
Deficiency List for the Imperative Care Large Distal Platfrmn Catheters Special 510(k) K212224 
received on August 4, 2021. The e-copy was prepared in accordan,.:-e with CDRH's electronic copy 
program. 

The questions and requests from the list have been included on the following pages in bold print, 
followed by Imperative Care's response, 

The existence of this response is confidential, and the protection afforded to such confidential 
information by 21 CFR 8075J5(b), 18 USC 1905, 21 USC 33l(I), 5 USC 552, and other 
applicable laws is .hereby claimed. 

Your consideration. of these responses is very mu.ch apprecfattecL Should you have any additional 
questions or require further information, please contact me at (408) 857 ~ 0934 or via email 
k¾l!fa{~~iinperat_ivecare,cq_m-

In my absence, please do not hesitate to contact Nora Hadding, Senior Vice President1 

Regulatory Affairs, Quality Assurance, and Clinical Affairs atl._ ________ __(b)(G) ____________ pr via email at 
nhaddinqdim11erativecare,eom, wc.w,•c,•,•i,• , •.•iC- . • ,i.• . ·.• .·.·.•©.❖«-»";'io,•,•,.-.', • •,•.·.•.•?.-.v.•.·••·• •'"-' ·'•W•'• '•'C, ','•'••··••••·•··••·•·•'··w....,.~·. 

-·-·-·-· £:., nrp,:,Tl'\l:. ____________________________________________________________ _ 
i i 
i i 

I (b)(6) I 
j _____________ ) . -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .•. ·-·-·-·-·-·-·-·-j 

Kristin El !is - Regulatory A !fairs Manager - lmperati ve Care Inc 

Cc: Nora Badding - SVP, Regulatory Affairs, Quality Assurance, CUnical Affairs - Imperative 
Care 

Pagel of 13 
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Imperative Care, Inc. 

K212224 - Deficiency Response, Imperative Care Large Distal Platform Catheters 

List of Attachments 
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Imperative Care, Inc. 

K212224 - Deficiency Response, Imperative Care Large Distal Platform Catheters 

Major Deficiency List 
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Imperative Care, Inc. 

K212224 - Deficiency Response, Imperative Care Large Distal Platform Catheters 

Minor Deficiency 

Confidential Page 12 of 13 
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Imperative Care LOP Catheters Appendix 16-9 
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Imperative Care, Inc. 
Kristin Ell is 
Regulatory Affairs Manager 
1359 Dell A venue 
Campbell, California 95008 

Re: K212224 

September 20, 2021 

Trade/Device Name: TracStar LDP Large Distal Platform; Zoom 88 Large Distal Platform 
Regulation Number: 21 CFR 870.1250 
Regulation Name: Percutaneous Catheter 
Regulatory Class: Class II 
Product Code: QJP, DQY 
Dated: September 1, 2021 
Received: September 2, 2021 

Dear Kristin Ellis: 

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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K.212224 - Kristin Ellis 

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 -5 

Nairn Muradyan, Ph.D. 
Assistant Director 
DHT5A: Division of Neurosurgical, 

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) 
K212224 

Device Name 

Indications for Use 

TracStar LDP Large Distal Platform 
Zoom 88 Large Distal Platform 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2023 

See PRA Statement below. 

The Trac Star LDP Large Distal Platform is indicated for the introduction of interventional devices into the peripheral, 
coronary, and neuro vasculature. 

The Zoom 88 Large Distal Platform is indicated for the introduction of interventional devices into the peripheral, 
coronary, and neuro vasculature. 

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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A. 

B. 

C. 

Submitter Information 
Submitter's Name: 
Address: 

Contact Person: 
Telephone: 
Email: 
Date of Preparation: 

Subject Device 
Proprietary Names: 

Common/Usual Name: 
Classification Name: 
Product Code: 

Regulation: 

Predicate Device(s) 
Proprietary Name: 

Common/Usual Name: 
Classification Name: 
Product Code: 
Regulation: 
Manufacturer: 
510(k): 

Proprietary Name: 

Common/Usual Name: 
Classification Name: 
Product Code: 
Regulation: 
Manufacturer: 
510(k): 

510(k) Summary 

Imperative Care, Inc. 
1359 Dell Avenue 
Campbell, CA 95008 
Kristin Ellis 
408-857-0934 
kellis@imperativecare.com 
September 1, 2021 

TracStar™ LDP Large Distal Platform 
Zoom™ 88 Large Distal Platform 
Guide Catheter 
Catheter, Percutaneous, Neurovasculature 
QJP 
DQY 
21 CFR 870.1250 

TracStar™ Large Distal Platform 
ZOOM™ 88 Large Distal Platform 
ZOOMTM 88-T Large Distal Platform 
Guide Catheter 
Catheter, Percutaneous, Neurovasculature 
QJP,DQY 
21 CFR. 870.1250 
Imperative Care, Inc. 
K203764 

EagleRay Long Sheath 
EagleRay Access Catheter 
Guide Catheter 
Catheter, Percutaneous 
DQY 
21 CFR. 870.1250 
Imperative Care Inc. 
Kl80169 

K212224 

D. Device Description: 

The Imperative Care Large Distal Platform (LDP) Catheters include the TracStar™ LDP 

Large Distal Platform and Zoom TM 88 Large Distal Platform. The LDP Catheters are 

0.038" diameter or smaller guidewire compatible single lumen guide catheters that provide 
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K212224 

access to peripheral, coronary and neuro vasculature. The catheters are comprised of a 

hollow cylindrical tube bonded at the proximal end to a standard luer fitting. The wall of 

the tube is constructed using a combination of metal coils/braids and medical grade 

polymers. The distal section of each catheter has a hydrophilic coating to enhance tracking 

through tortuous vasculature. An angled distal soft tip facilitates smooth tracking past 

vessel branches. A radiopaque marker provides visual confirmation of the distal tip 

location under fluoroscopy. LDP Catheters have an inner diameter of 0.088" (6F 

compatible), and a maximum outer diameter of 0.11 O". The LDP guide catheters are 

packaged with a rotating hemostasis valve (RHV) that is attached to the proximal luer to 

help maintain hemostasis. 

Accessory devices required, but not supplied include: 

• Guidewires 

• Support/diagnostic catheters 

• Introducer sheaths 

E. Indications for Use: 

The TracStar LDP Large Distal Platfom1 is indicated for the introduction of 

interventional devices into the peripheral, coronary, and neuro vasculature. 

The Zoom 88 Large Distal Platform is indicated for the introduction of interventional 

devices into the peripheral, coronary, and neuro vasculature. 

F. Principles of Operation: 

The LDP Catheters may be used with support catheters to assist in accessing the target 

vasculature. During use, the male luer of the RHV is attached to the proximal luer of the 

LDP Catheter to create a continuous lumen through the catheter and to the RHV ports. The 

female luer is typically connected to a saline drip line while the LDP Catheter is advanced 

through the vasculature. Use of the LDP Catheter relies on standard percutaneous 

interventional techniques, including access site preparation, introducing the catheter portion 

of the device, advancing the catheter under fluoroscopy, withdrawing the catheter, and 

closing the access site. 

G. Predicate Comparison: 

The predicate devices are the Imperative Care LDP Catheters cleared under K203764 and 

Kl 80169. The predicate and subject devices share the same intended use, basic technological 

characteristics, and the same performance characteristics, demonstrated through bench and 
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K212224 

laboratory testing as shown in Table 1. Modifications include dimensional updates, 

additional axial and radial reinforcements, and manufacturing process improvements. 

Table 1: Comparison of Subject and Predicate Devices 

Device 
Subject device Predicate devices 

Attribute 

FDA Product Class II, QJP and Class II, QJP and DQY, Class II, DQY, 21 CFR 
Classification DQY, 21 CFR 870.1250 21 CFR 870.1250 870.1250 

TracStar Large Distal 
TracStar LDP Large Distal Platform 

Product Name 
Platform ZOOM 88 Large Distal EagleRay Long Sheath 

Zoom 88 Large Distal Platform EagleRay Access Catheter 
Platform ZOOM 88-T Large 

Distal Platform 

51 0(k) Number K.212224 K.203764 Kl80169 

The TracStar LDP Large The TracStar Large Distal 
Distal Platform is indicated Platform is indicated for the 

for the introduction of introduction of interventional 
interventional devices into devices into the peripheral, The EagleRay Long Sheath 

the peripheral, coronary, and coronary, and neuro and EagleRay Access 

Indications for 
neuro vasculature. vasculature. Catheter are indicated for 

the introduction of 
Use 

The Zoom 88 Large Distal The ZOOM 88 and ZOOM 88- interventional devices into 
Platform is indicated for the T Large Distal Platform are the peripheral, coronary, 

introduction of indicated for the introduction and neuro vasculature. 
interventional devices into of interventional devices into 

the peripheral, coronary, and the peripheral, coronary, and 
neuro vasculature. neuro vasculature. 

Condition 
Sterile and Single Use Same Same 

Supplied 
Sterilization Ethylene Oxide (EtO), SAL 

Same Same 
Method 10-6 

Inner Diameter 
0.088" Same Same (Distal) 

Outer Diameter 
0.106" Same Same 

(Distal) 
Inner Diameter 

0.088" Same Same 
(Proximal) 

Outer Diameter 
0.110" Same Same (Proximal) 
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K212224 

Device 
Subject device Predicate device(s) 

Attribute 

Effective Length 80 - 110cm Same Same 

Tip Design 
Beveled distal edge, soft, 

Same Same 
flexible, atraumatic tip 

Distal Catheter Additional polymer Reinforced with metals and Reinforced with metals and 
Shaft reinforcement polymers polymers 

Proximal Additional radial Reinforced with metals and Reinforced with metals and 
Catheter Shaft reinforcement polymers polymers 

Coating Hydrophilic coating Same Same 

Commonly used medical 
Materials grade plastics & metals with Same Same 

hydrophilic coating 
Packaged Rotating Hemostasis Valve 

Same Same 
Accessories (RHV) 

The catheters are placed in a 
protective polyethylene tube, 

mounted with accessory 

Packaging 
RHV onto a polyethylene 

Configuration packaging card, placed into a Same Same 
pouch, sealed and labeled. 
The sealed pouch and IFU 

are placed in a labeled shelf 
carton box. 

H. Performance Data Supporting Substantial Equivalence: 

Bench and Laboratory (in-vitro) testing was completed to evaluate the differences between 

the subject LDP Catheters and predicate LDP Catheters. Performance specifications and test 

methods were based primarily on catheter performance standard ISO 10555-1 and a 

summary of the evaluated performance tests and specifications is presented in Table 2. 

The test results were reviewed and found to demonstrate that the differences between the 

subject LDP Catheters and predicate LDP Catheters do not significantly impact any 

performance parameters that would negatively affect the safety or effectiveness of the 

subject LDP Catheters. 
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Table 2: Tests and Performance Specifications 

Test Attribute Specification Results 

Delivery, Compatibility, 
The catheter shall be able to be delivered, Pass 

and Retraction 
deployed, and retracted per the IFU within a 

(Trackability) 
simulated neurological model without 
incurring any damage to the catheter. 

Flexibility and Kink 
There shall be no kinking of shaft Pass 

Resistance 
(permanent deformation) after simulated 
use. 
The catheters shall be able to be delivered Pass 

Compatibility with other through the minimum introducer sheath or 
Devices ( external) guide catheter size indicated in the product 

labeling. 

Gui dew ire 
The catheters shall be able to be delivered Pass 

Compatibility 
over the maximum size guidewire indicated 
in the product labeling. 
The catheters shall be able to accommodate 

Interventional Device 
other interventional devices ( e.g., support 

Compatibility (internal) 
catheter, diagnostic catheter) up to the Pass 
maximum size indicated in the product 
labeling. 
Devices and accessories shall be compatible 

Luer Compatibility with standard syringe luer fittings per ISO Pass 
80369-7. 

Accessory Compatibility Devices shall be compatible with an RHV. Pass 

The catheter shall have sufficient bond 
Catheter Bond Strength strengths to remain intact throughout a Pass 

procedure. 

Freedom from Leakage No liquid leakage from the hub or catheter 
Pass - positive pressure shaft at 46psi for 30 seconds 

Freedom from Leakage No air leakage into a 20cc syringe when 
Pass 

- negative pressure vacuum pulled for 15 seconds. 

Catheter does not burst under pressures that 
Dynamic Burst Pressure could be seen when performing contrast Pass 

injections with a standard 10cc syringe. 

Catheter does not burst under pressures that 
Static Burst Pressure could be seen when performing contrast Pass 

injections with a standard 10cc syringe. 
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Test Attribute Specification Results 

With the catheter tip held in a static 

Catheter Torque 
position, there shall be no separation of any 

Strength 
portion of the catheter when rotated at the Pass 
hub at least two (2) full rotations (720 
degrees). 

There shall be no kinking of the catheter 

Kink Resistance 
shaft (permanent deformation) after 

Pass 
wrapping around anatomically relevant 
bend radii. 

The proximal shaft of the catheters shall 

Pushability 
have sufficient stiffness that the user can 

Pass 
easily push the catheter to the target 
anatomy without buckling. 

Catheters shall not require excessive force 
Access Force to safely navigate and track to the target Pass 

anatomy. 

I. Biocompatibility Testing: 

There are no changes to patient contacting materials compared to the predicate device. 

Therefore, the original testing on the predicate devices applies to the subject devices and 

additional biocompatibility testing was not required. 

J. Sterilization: 

The LDP Catheters are sterilized using a validated EtO process with a sterility assurance 

level of lx1 o-6 validated per the overkill method in accordance with ISO 11135, 

"Sterilization Of Health-Care Products - Ethylene Oxide - Requirements For The 

Development, Validation And Routine Control Of A Sterilization Process For Medical 

Devices". 

K. Shelf Life and Packaging: 

Accelerated aging testing based on ASTM Fl980 was conducted to verify packaged device 

performance. A real time aging equivalent of 13 months was used to support a I-year shelf 

life claim. Device performance was verified by functional and performance testing. 

There are no changes to packaging compared to the predicate device. Therefore, the 

original testing on the predicate devices applies to the subject devices and additional 

packaging validation testing was not required. 
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L. Conclusions: 

Where differences were identified between the subject and predicate devices, a risk 

assessment was completed to determine if the difference would result in new safety or 

effectiveness concerns. As appropriate, previous bench and laboratory testing was 

evaluated for applicability and either the rationale for no impact was documented or 

verification and validation was repeated as required. 

Based on the results of the risk assessments and associated bench and laboratory testing, 

the subject and predicate devices are substantially equivalent and there are no new safety or 

effectiveness concerns. The subject device and predicate devices share the same intended 

use, basic technological characteristics, and performance characteristics. 
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Good morning Ms. Anderson, 

[ (b)(4) i 
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Kind regards, 

Kristin Ellis 

~ 

+1.408.857.0934 

tf~_tlJ_:_;ffirn1}t:~r~_:_:t~:t:~r-~_i_r_;,~ ,r-·:~rr 
=wwer;atiy,;qe·ec.q:,rr, I l.,,,k,edlr, I Jwit1:,er i Yc:,:/f\<N 

13_c_19 DeH Avenue, Campbel!, CA 9S008 
\",l',.N\r,,1. l rr: pe rat hi er a re. re rn 

From: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Sent: Monday, September 20, 2021 7:05 AM 
To: Kristin Ellis <kellis@imperativecare.com> 
Cc: K212224@docs.fda.gov 
Subject: K2 12224 SlO(k) Summary updates 

Dear Ms. Ellis, 

Regards, 

i.eigh Amlemm 
Biotnedk:af Engineer 
Nei.m:iinten1entional Devices Team 

{b){4) 

mffSA: Division of I\Jeum$m-gbi,I, Neurointerventim1al m1d I\Jeumdiagnostic Device$ 
OHTS: otfae of Meurnbgkal and Pllysirnl Medicine Devices 
Offo;e of Pmdus:t Evaluation and Quality 
CDRH I food ,md Drng Administrntkm 
White Oak, Bldg. 66, Rm, 4276 I 10903 New Hmnp,hire Avenue I Silver Spring, MD 20993 
Ph: 301- 796-5613 

leigh.anderson@fda.hhs.gov 

Excellent wstamer service i, irnpartant ta us. Please take a moment ta provide feedback regarding the customer ,entice you have received: 

h_ttpsJ/www.r esea_rch_.netjs/cd_rhcustam_erservice?IQ=1Z12&,5_=E 

TH IS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW . If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other act ion based on the conten t of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 
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Imperative Care 

INSTRUCTIONS 
FOR USE 

DEVICE DESCRIPTION 

LOP Catheters Appendix 16-2 

LARGE DISTAL PLATFORM 

The TracStar LDP™ Large Distal Platform TM (TracStar LDP) is a single lumen, braid and coil 
reinforced, variable stiffness catheter with a radiopaque marker and a lubricious hydrophilic coating on 
the distal 14 cm portion of the catheter. The Trac Star LDP has an outer diameter of 0.11 0" (2.8 mm) and 
is offered in working lengths of 95 cm and 105 cm. Additional dimensions are included on the device 
labels. The TracStar LDP has a luer hub on the proximal end. The TracStar LDP is compatible with 8F 
or greater introducer sheaths and 0.038" or smaller guidewires. A suppmt catheter may also be used to 
assist in accessing the target vasculature. 

The TracStar LDP is packaged with an accessory Rotating Hemostasis Valve (RHV). The RHV is 
intended to be attached to the proximal hub of the Trac Star LDP and used to control hemostasis during 
use with other devices. 

INDICATIONS FOR USE 

The TracStar LDP Large Distal Platform is indicated for the introduction of interventional devices into 
the peripheral, coronary, and neuro vasculature. 

CONTRAINDICATIONS 

There are no known contraindications. 

WARNINGS 

• The TracStar LDP should only be used by physicians who have received appropriate training in 
interventional techniques and are proficient in using guide sheaths and catheters. 

• Extreme caution should be used if it is required that the TracStar LOP be advanced near or through 
any anemysms or other vascular malformations. 

• The distal pmtion of the catheter has a lubricious hydrophilic coating and should be hydrated per 
Step 7 with heparinized saline before inserting the catheter into the patient. Failure to abide by this 
warning may result in damage to the device coating, which may necessitate intervention or result 
in serious adverse events. 

PRECAUTIONS 

• Use prior to the "Use By" date specified on the product package. 

• This device is intended for single use only. Do not resterilize or reuse. After use, dispose in 
accordance with hospital and/or local government policy. 

• Do not use kinked or damaged devices. Do not use open or damaged packages. 

• Do not use if the labeling is incomplete or illegible. 

• Prior to use, ensure that the dimensions (e.g. diameter and length) of the TracStar LDP and 
accessory/adjunctive devices to be used in the procedure are compatible with each other and 
appropriate for the target vasculature. 

LBL002003.A Page 1 of 6 CONFIDENTIAL - DRAFT 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



Imperative Care LOP Catheters Appendix 16-2 

INSTRUCTIONS 
FOR USE LARGE DISTAL PLATFORM 

• To avoid the introduction of embolic fibers, do not use fabric/cloth/gauze to hydrate or wipe down 
the catheters. Catheters should be hydrated through short immersion in a bath of heparinized 
saline. 

• Use the TracStar LOP in conjunction with fluoroscopic visualization. 

Note: Sufficient shielding, reduced jluoroscopy times, and mod(fied X-ray technical factors should 
be used when possible to limit patient and physician exposure to X-ray radiation doses. 

• Exercise care when manipulating the device through tortuous anatomy. Do not advance or 
withdraw the TracStar LOP or accessory/adjunctive devices against resistance without careful 
assessment of the cause under fluoroscopy. If the cause cannot be detem1ined, withdraw all 
devices as a single unit. Excessive manipulation or torqueing the device against resistance may 
result in damage to the vasculature or the device. 

• Precautions to prevent or reduce clotting should be taken when any catheter is used in the vascular 
system. The use of systematic heparinization and heparinized sterile solution should be considered. 

• Maintain a constant infusion of an appropriate flush solution. If using a heparinized flush solution, 
care should be taken to account for the additional heparin being administered via the flush 
solution. Failure to do so can result in coagulopathy and excessive bleeding at the access site. 

• If flow through the device becomes restricted, do not attempt to clear the lumen by infusion. 
Remove and replace the device. 

• Use of an introducer sheath is necessary to introduce the TracStar LOP into the patient's 
vasculature. Attempting to introduce the catheter without this introducer can result in kinking or 
other damage to the device. 

• Hemostasis valves should be appropriately used throughout the procedure to minimize blood loss. 
Monitoring of intra-procedural blood loss throughout the procedure should also be performed to 
ensure that appropriate management may be instituted as necessary. 

• Do not use automated high-pressure contrast injection equipment with the TracStar LOP as it may 
damage the device. 

POTENTIAL ADVERSE EVENTS 

Possible complications include, but are not limited to, the following: 

• Acute occlusion, Ischemia • Infection, Sepsis 

• Unstable angina • Intracranial hemorrhage 

• Arrhythmia, including ventricular • Hypotension/Hypertension 
fibrillation • Acute myocardial infarction 

• Death • Infarction!N ecrosis 
• Distal embolization • Neurological defects including stroke 
• Emboli • Vessel spasm, thrombosis, dissection, 
• False aneurysm formation perforation, rupture 

• Fever • Drug reactions (e.g. coagulopathy, renal 

• Access Site Complications (Hematoma or insufficiency/failure, allergic reaction) 
hemorrhage, sterile inflammation, 
granulomas) 

This device is required to be used with fluoroscopy. Potential complications related to angiographic and 
fluoroscopic X-ray radiation doses include, but are not limited to: alopecia, bums ranging in severity 
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Imperative Care 

INSTRUCTIONS 
FOR USE 

LOP Catheters Appendix 16-2 

LARGE DISTAL PLATFORM 

from skin reddening to ulcers, cataracts, and delayed neoplasia. The probability of occurrence of 
complications may increase as procedure time and number of procedures increase. 

DEVICE PREPARATION AND USE 

1. Select an appropriate TracStar LDP based on distance from the access site to the target 
anatomy. Ensure that the diameter of the Trac Star LDP is appropriate for the vasculature. 

2. Select an appropriate support catheter based on the dimensions of the TracStar LDP being used, 
the target vessel, and the surrounding anatomy to help aid in accessing the target vessel. 

3. Open the product pouch and place the pouch card into the sterile field. Exercise care when 
removing the pouch card from the product pouch to prevent damage to the device and 
accessories. 

4. Remove the Rotating Hemostasis Valve (RHV) from the pouch card by removing it from the 
card tabs before gently lifting the TracStar LDP luer from the pouch card tab and removing the 
catheter shaft from the protective tubing. 

5. Inspect the TracStar LOP and accessories for kinks or other damage. If damage is noted, do not 
use the device. Replace with an undamaged device. 

Use Steps for the TracStar LDP Large Distal Platform 

6. Attach the provided RHV to the luer of the TracStar LDP. 

7. Hydrate the outer surface of the TracStar LDP and flush the lumen of the catheter and RHV 
with heparinized saline. 

Note: To avoid the introduction of embolicfibers, do not use fabric/cloth/gauze to hydrate or 
wipe down the catheters. Catheters should be hydrated through short immersion in a bath of 
heparinized saline. 

8. Open the RHV and advance support catheter+ guidewire ('.S0.038" diameter) into the TracStar 
LDP until the distal tip of the support catheter is well past the distal tip of the Trac Star LDP and 
then tighten the RHV to secure the support catheter in place. Do not ove1tighten the RHV as it 
could deform the support catheter lumen and prevent passage of a guidewire. 

9. Gently insert the TracStar LOP/support catheter/guidewire assembly (device assembly) into the 
SF or larger introducer sheath. 

Note: Follow the introducer sheath manufacturer's instructions for use when pe-rforming this 
step. 

10. Under fluoroscopy, advance the device assembly through the introducer sheath and into the 
patient's vasculature using conventional catheterization techniques. 

Note: If injection through the TracStar LDP is necessary, remove the support catheter and 
guidewire and aspirate the TracStar LDP lumen prior to injection. 

11. After gaining access to the desired vessel with the suppmi catheter and guidewire, advance the 
TracStar LDP over the support catheter to the desired position. 

12. Once the desired position is achieved, remove the support catheter and, if necessary, the 
guidewire. 
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Imperative Care 

INSTRUCTIONS 
FOR USE 

LOP Catheters Appendix 16-2 

LARGE DISTAL PLATFORM 

13. The Trac Star LD P can be used as a conduit for other interventional and diagnostic agents to 
access the target vascular site and distal vessels. 

Note: Ensure that the pressure for any fluids being injected through the TracStar LDP does not 
exceed 300 PSI. Exceeding this value can result in severe vascular trauma. 

14. After the procedure has been completed, remove the TracStar LDP through the introducer 
sheath per standard procedure. 

15. Discard the TracStar LDP appropriately per facility procedure. 

PACKAGING 

The TracStar LDP is placed inside a protective HDPE tube and then secured to a HDPE packaging card. 
Accessories included in the TracStar LDP packaging include a Rotating Hemostasis Valve (RHV). The 
packaging card is placed into a Nylon/Tyvek pouch which is thermally sealed to maintain sterility post 
sterilization. 

The TracStar LDP is sterilized using Ethylene Oxide (EtO). 

The TracStar LDP will remain sterile unless the pouch is opened, damaged, or the "Use By" date has 

passed. 

M.ATERIALS 

The TracStar LDP is not made with natural rubber latex. 

STORAGE AND HANDLING 

Keep dry. Keep away from sunlight. Store at room temperature. 

SYMBOLS GLOSSARY 

Standard Reference: ISO 15223-1 §5.1.5 Medical devices - Symbols to be used with medical device labels, 
labelling and information to be supplied - Part 1: General requirements 

Symbol Definition 

- Manufacturer 

ILOTI Lot number 

~ Use by 

[TI] Attention - See instructions for use for safety infomiation and symbols glossary 
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INSTRUCTIONS 
FOR USE 

IREFI Catalogue number 

lsrERILEIEol 
Sterilized by ethylene oxide 

~ Nonpyrogenic 

LOP Catheters Appendix 16-2 

LARGE DISTAL PLATFORM 

~Only Prescription only - U.S. Federal Law restricts this device to use by or on the order of a 
physician 

® Do not use if packaging is damaged 

® Do not resterilize 

~) 
Do not reuse 

u] Contents (numeral indicates quantity of systems in package) 

-..._\~(_., 

'"/!:\-- Keep away from sunlight .......... 
1111 .. 
f Keep dry 

WARRANTY 

Imperative Care, Inc. ("Imperative Care") warrants that reasonable care has been used in the design and 
manufacture of this device. This warranty is in lieu of and excludes all other warranties not expressly set 
forth herein, whether expressed or implied by operation of law or otherwise, including, but not limited to, 
any implied warranties of merchantability or fitness for a paiticular use. Handling, storage, cleaning, and 
sterilization of this device as well as other factors relating to the patient, diagnosis, treatment, surgical 
procedures, and other matters beyond Imperative Care's control directly affect the device and the results 
obtained from its use. Imperative Care's obligation under this warranty is limited to the replacement of 
this device and Imperative Care shall not be liable for any incidental, consequential, or special loss, 
damage, or expense directly or indirectly arising from the use of this device. Imperative Care neither 
assumes, nor authorizes any other person to assume for it, any other or additional liability or 
responsibility in connection with this device. This warranty is valid only if the device is used in 
accordance with the manufacturer's instructions, and the warranty is limited to the original user. Any 
sale or other transfer or use of the device covered by this warranty to or by a user other than the original 
user shall cause this warranty to terminate immediately. Imperative Care assumes no liability with 
respect to devices reused, reprocessed, or resterilized, or serviced, repaired or modified by any party 
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FOR USE 

LOP Catheters Appendix 16-2 

LARGE DISTAL PLATFORM 

other than the original manufacturer, and makes no warranties, expressed or implied, including but not 
limited to merchantability or fitness for intended use, with respect to such devices. 

-IMPERATIVE CARE, INC. 
1359 Dell Avenue 
Campbell, CA 95008 U.S.A. 
+ 1.408.502.7548 

© 2020 Imperative Care, Inc. All Rights Reserved. 
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1.0 Medical Device User Fee Cover Sheet (Form FDA 3601) 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

The Medical Device User Fee Cover Sheet is provided on Form FDA 3601 as the cover 

sheet to this Special 51 0(k) submission. 

2.0 Center for Devices and Radiological Health (CDRH) Premarket Review Submission 

Cover Sheet (Form FDA 3514) 

A CDRH Premarket Review Submission Cover Sheet is provided on Form FDA 3514 and 

follows Form FDA 3601 in this submission. Pages are numbered within each section. 

3.0 510(k) Cover Letter 

The 510(k) Cover Letter is located following Form FDA 3514 and is formatted in 

accordance with Appendix A of FDA Guidance for Industry and FDA Staff, The Special 

510(k) Program issued September 13, 2019. 

4.0 Prior Submissions 

The Imperative Care Large Distal Platform (LDP) Catheters (TracStar and Zoom 88) were 

originally cleared under K180169 and subsequently cleared under K203764. l_ ______ (b)(4) _____ __j 

5.0 Indications for Use Statement (Form FDA 3881) 

An Indications for Use Statement is provided on Form FDA 3881 and is in Appendix 5-1. 

6.0 510(k) Summary or 510(k) Statement 

The 51 0(k) Summary is provided in Appendix 6-1. 

7.0 Truthful and Accuracy Statement 

A signed Premarket Notification Truthful and Accurate Statement is provided in Appendix 

7-1. 
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8.0 Class III Summary and Certification 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

A Class III Summary and Certification is not applicable to this submission, as substantial 

equivalency is not claimed for, or to, a Class III device. 

9.0 Financial Certification or Disclosure Statement 

The Financial Certification or Disclosure Statement is not applicable to this application 

because clinical data is not required to demonstrate substantial equivalence. 

10 0 General Use of Consensus Standards in Performance Testing 
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Table 1: Consensus Standards Used in Performance Testing 
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Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

11.0 Summary of Design Control, Risk Management, and Declaration of Conformity 

11.1 Design Control Process Summary 
,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

CONFIDENTIAL Page 12 of92 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



Imperative Care, Inc. 
Special SlO(k) 

11.2 Risk Management Process Summary 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

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

The results of the risk analysis documented inL. _____________ (b)(4) ·-·-·-·-·-·-·-!indicates that the potential 

benefits associated with the use of the modified TracStar LDP and Zoom 88 LDP Catheters 

outweigh the potential risks associated with use of the devices under their intended use and 
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Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

support that the modified TracStar LDP and Zoom 88 LDP Catheters are substantially equivalent 

to the predicate TracStar LDP and Zoom 88 LDP Catheters. A signed Design Control 

Declaration of Conformity is provided in Appendix 11-1. 
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12.0 Introduction 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

In compliance with Section 510(k) of the 1976 Medical Device Amendments to the Federal 

Food, Drug and Cosmetic Act, Imperative Care, Inc. is notifying the Food and Drug 

Administration of our intent to introduce for commercial distribution into interstate commerce 

modifications to the Imperative Care Large Distal Platform Catheters, ("TracStar LDP" and 

"Zoom 88 LDP") recently cleared under K203764 and originally cleared under K180169 as the 

EagleRay Long Sheath. Imperative Care, Inc. is the manufacturer of the TracStar LDP and Zoom 

88 LDP. 

a e : re 1ca e ev1ce T bl 2 P d" t D • Listin [J 

ICLS088110 0.088"xl 10cm 

[CLS088100 0.088"x100cm 
K180169 EagleRay Long Sheath 

ICLS088090 0.088"x90cm 

ICLS088080 0.088"x80cm 

ICDC088110 0.088"xl 10cm 
Zoom 88 Large Distal Platform 

ICDC088100 0.088"x100cm 

ICDC088 l l OT 0.088"xl 10cm 
Zoom 88-T Large Distal Platform 

ICDC088100T 0.088"x100cm 
K203764 

ICDC088105 0.088"x105cm 

ICDC088095 0.088"x95cm 
TracStar Large Distal Platform 

ICDC088090 0.088"x90cm 

ICDC088080 0.088"x80cm 

' ' 

I (b)(4) I 

\ _______________________________ (b)(4) ______________________________ J Performance data was used to evaluate the modifications of ' 
the subject devices . There are well-established methods to evaluate the changes and the data can 

be reviewed and summarized in a risk analysis format. Therefore, review of the modifications to 

the subject devices is appropriate via the Special 51 O(k) Program. 

Imperative Care has demonstrated through design verification testing that the risks associated 

with the modifications to the subject TracStar LDP and Zoom 88 LDP are fully mitigated and 

that the subject devices are as safe and effective as the predicate devices . The differences 

between the predicate and subject devices do not raise different questions of safety and 
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Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

effectiveness. Therefore, the subject devices can be considered substantially equivalent to the 

predicate devices. 

Table 3 provides information specified in 21 CFR 807.87. 
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Table 3: Required Information 

Device Trade or Proprietary Name: 

Device Common or Usual or Classification 

Name: 

Establishment Registration Number: 

Device Classification: 

Classification Panel: 

Regulation Number per 21 CFR: 

Product Code: 

Reason for 510(k): 

Prior submissions for the same device: 

Prior approval/clearance for components or 

accessones: 

Action taken to comply with Section 514 of 

the Act for Performance Standards: 

Proposed Labels, Labeling and 

Advertisements: 

For Class III Devices Only, a Class III 

Summary and Class III Certification: 

Device Photographs/ Drawings: 

Statement indicating the device is similar 

and/or different from other products of 

comparable type in commercial distribution 

and data to support the statement: 

Supporting data to show consequences and 

effects the modification has on the safety and 

effectiveness of the device: 

CONFIDENTIAL 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

TracStar LDP, Zoom 88 LDP 

Percutaneous Catheter 

3014590708 

Class II 

Neurology 

870.1250 

DQY, QJP 

Modified device 

NI A - There are no prior submissions for the 

subject device. 

Imperative Care Large Distal Platform (LDP) 

Catheters [K203764] 

EagleRay Long Sheath [Kl80169] 

No performance standards are referenced 

under FDA product code DQY or QJP. 

Section 16.0 and Appendix 16 

NIA 

Section 13.0 and Appendix 13 

Section 15.0 

Section 21.0 
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13.0 Device Description 

13.1 TracStar™ LOP and ZoomTM 88 LOP 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

The Imperative Care Inc. Large Distal Platform (LDP) Catheters are indicated for access to the 

peripheral, coronary, and neuro vasculature. The LDP Catheters include the TracStar LDP and 

Zoom 88 LDP Catheters. LDP Catheters are single lumen, variable stiffness catheters with an 

0.088" inner diameter (ID), an 0.110" maximum outer diameter (OD), have an angled distal tip 

(Figure 1 ), and are bonded to a standard luer hub on the proximal end. The LDP Catheters are 

constructed with medical grade polymers and metal coils/braids and are compatible with 8Fr 

introducer sheaths and :S 0.038" guidewires. The distal section of each catheter has a hydrophilic 

coating (Figure 2) to enhance tracking through tortuous vasculature. The distal tip also has a 

radiopaque marker to provide the user with clear visual confirmation of the distal tip location 

under fluoroscopy. 

Figure 2: LOP Catheter Diagram 
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Imperative Care, Inc. 
Special SlO(k) 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

TracStar LDP Catheters are available in nominal usable (working) lengths of 80cm, 90cm, 95cm, 

and l 05cm. Zoom 88 LDP Catheters are available in 100cm and 110cm lengths. Engineering 

drawings are provided in Appendix 13. 
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Imperative Care, Inc. 
Special SlO(k) 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

13 .3 Accessories Required but Not In cl u d ed l_ _______________________ ___(~)J~_L_ _____________________ ___j 

[ ____________________________ j~)_(_~>-_ __________________________ jthe adjunctive devices and supplies listed below are intended to 

be used with the LDP Catheters but are not packaged with the LDP Catheters. All of these 

adjunctive devices and supplies are also commonly used with the predicate devices and are not 

manufactured by Imperative Care. Accessory information is provided in Table 4. 
• Guidewires 
• Support/diagnostic catheters 
• Introducer sheaths 

! ___________________ ( b} ( 4} __________________ ! 

Table 4: Accessory Information. 

Guidewires 

Support and 

Diagnostic 

Catheters 

Guide or 

Introducer 

Sheath 

CONFIDENTIAL 

OD: =:; 0.038" 

OD:=:; ID ofLDP 

Catheter 

ID: ~ OD of LDP 

Catheter 

(b)(4) 
, Device examples and 

51 0(k) numbers are 

provided as examples 

; only. Not exclusively 

marketed for use with the 

LDP Catheters. 

Page 21 of92 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



Imperative Care, Inc. 
Special SlO(k) 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

13 .4 In dica tio ns for Use [ _______________________ J~)_(~) _________________________ j 

The TracStar LDP Large Distal Platform is indicated for the introduction of interventional 

devices into the peripheral, coronary, and neuro vasculature. 

The Zoom 88 Large Distal Platform is indicated for the introduction of interventional devices 

into the peripheral, coronary, and neuro vasculature. 

13.5 Principles of Operationi (b )( 4) i 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

13.6 Device Packaging_ (b)(4) _________ j 

~ 
; 
; 
; 

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

Table 5: Packaging Material 

Five LDP Catheter shelf cartons are shipped together in a brown corrugated box as shown in 

Figure 6. 
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Imperative Care, Inc. 
Special SlO(k) 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

13.7 Key Performance Specification~ (b)(4) ! 
~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

The key performance specifications for the LDP Catheter are listed in Table 6 and [ _______ {b ){ 4 ) _______ i 
Access Catheter Product Specification, provided in Appendix 13 . The overall test summary 

results are in Section 21.0. 

Table 6: Key Performance Specifications L ____________________ J~HiL _____________________ j 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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Imperative Care, Inc. 
Special SlO(k) 

13.9 Device Names, Model Numbers, Sizes and UDI Numbers 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

This submission applies to the Imperative Care Inc. LDP Catheters recently cleared in K203764 

and originally cleared in K180169. Table 8 lists the predicate catheters and their tradenames. 

Table 8: Predicate Device Tradenames and Model Numbers 

ICLS088110 0.088"xl 10cm 

K180169 
EagleRay Long ICLS088100 0.088"xl 00cm 

Sheath ICLS088090 0.088"x90cm 
ICLS088080 0.088"x80cm 

Zoom 88 Large ICDC088110 0.088"xl 10cm 
Distal Platform ICDC088100 0.088"x100cm 

Zoom 88-T Large ICDC088110T 0.088"x110cm 

K203764 
Distal Platform ICDC088100T 0.088"xl 00cm 

ICDC088105 0.088"x105cm 
TracStar Large ICDC088095 0.088"x95cm 
Distal Platform ICDC088090 0.088"x90cm 

ICDC088080 0.088"x80cm 

All models included in the submission are listed in Table 9. 
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Imperative Care, Inc. 
Special SlO(k) 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

Table 9: Tradenames, Model Numbers, Sizes and UDI Numbers 

Zoom 88 Large Distal Platform 
(LDP) 

TracStar Large Distal Platform 
(LDP) 

ICTC088110 

ICTC088100 

ICAC088105 

ICAC088095 

ICAC088090 

ICAC088080 

14.0 Modifications to the Predicate Device 

0.088"xl 10cm 00812212030368 

0.088"x100cm 00812212030351 

0.088"xl 05cm 00812212030344 

0.088"x95cm 00812212030337 

0.088"x90cm 00812212030320 

0.088"x80cm 00812212030313 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
i ! 

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

l ________________________________________ (_b )( 4 ) _________________________________________ ! The modifications are summarized in Table 10. 
' ' 

! {b){4) ! 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

l ___ (b)(4) _ __j A schematic of the differences in the subject and predicate TracStar LDP is provided 

in Figure 7. A schematic of the differences in the subject and predicate Zoom 88 LDP is 

provided in Figure 8. 
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Imperative Care, Inc. 
Special SlO(k) 

{b){4) 
Large Distal Platform Catheters 

TracStar LDP and Zoom 88 LDP 

Each modification was evaluated individually in accordance with the FDA guidance Deciding 

When to Submit a 5J0(k) for a Change to an Existing Device, dated October 25, 2017 and per 

ISO 14971 Medical devices -Application of risk management to medical devices. 
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Imperative Care, Inc. 
Special SlO(k) 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

.---~Table_ 11 : ___ Desi..2:n _Control Activities_Summary of.Modifications~---------------------------------------------------, 

(b)(4) 
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Imperative Care, Inc. 
Special SlO(k) 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

15.0 Substantial Equivalence Discussion 

In accordance with FDA Guidance Document, The 51 O(k) Program: Evaluating Substantial 

Equivalence in Premarket Not(fications 5JO(k), dated July 28, 2014, the subject device is 

substantially equivalent to the Imperative Care Inc. LDP predicate catheters listed in Table 12 

cleared under K203764. 

Table 12: Predicate Device Tradename and Model Numbers 

[CLS088110 0.088"xl 10cm 

Kl80169 
EagleRay Long [CLS088100 0.088"x 100cm 

Sheath [CLS088090 0.088"x90cm 
[CLS088080 0.088"x80cm 

Zoom 88 Large [CDC088110 0.088"xl 10cm 
Distal Platform ICDC088100 0.088"xl 00cm 

Zoom 88-T Large ICDC088110T 0.088"xl 10cm 

K203764 
Distal Platform ICDC088100T 0.088"xl 00cm 

ICDC088105 0.088"xl 05cm 
TracStar Large ICDC088095 0.088"x95cm 
Distal Platform ICDC088090 0.088"x90cm 

ICDC088080 0.088"x80cm 

15.1 Indications for Use 

The modified device has the same intended use as the predicate device. 

The TracStar LDP Large Distal Platform is indicated for the introduction of 

interventional devices into the peripheral, coronary, and neuro vasculature. 

The Zoom 88 Large Distal Platfom1 is indicated for the introduction of interventional 

devices into the peripheral, coronary, and neuro vasculature. 

15.2 Comparison of Technological Characteristics and Performance Specifications 
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15.3 Substantial Equivalence Conclusions 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

All technological characteristics of the modified device are substantially equivalent to the 

predicate devices including scientific technology, design, blood-tissue contacting materials, shelf 

life, biocompatibility, and sterilization. The modifications listed herein have no impact on the 

safety, functionality, or the performance of the cleared LDP Catheters. 

Bench and lab testing were conducted as appropriate to evaluate any differences that were 

identified. The comparison between the subject and predicate devices found that the modified 

devices are substantially equivalent to the predicate devices, and that there are no new safety or 

effectiveness concerns. This conclusion is based on the subject and predicate devices sharing the 

same: 

• intended use and indication for use, 
• technological characteristics: 

• operating principles, 
• basic catheter design, 
• blood tissue and patient contacting materials, 
• shelf life and sterilization, 
• packaging materials and processes. 
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15.4 510(k) Decision Making Flow Chart 
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16.0 Labeling 

16.1 Instructions for Use (IFU) 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

A copy of the instructions for use (IFU) is included within the product packaging for each 

catheter. Content covered in the IFU includes: 
• Indications for Use 
• Warnings 
• Precautions 
• Potential Complications 
• Instructions describing the device use steps 

The Indication for Use, warnings, and contraindications have not changed as a result of the 

minor modifications in this submission. i (b )( 4) ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

l_ ________________ (b)(4) ·-·-·-·-·-·-·-·___:No significant content changes were made to the Instructions for Use (IFU) 

or package labels. Changes to the IFUs are summarized in Table 14 below. Redlined and clean 

copies of the draft TracStar LDP and Zoom 88 LDP IFUs are provided in Appendix 16. 

No new or significantly modified risks were created because the IFU continues to provide the 

same: 
• descriptive information about the devices 
• indications for use, contraindications, warnings and precautions 

o one storage and handling requirement was moved to the precaution section 
• basic use steps 

16.2 Product Labels 

Copies of the draft product labels for the Zoom 88 and TracStar LDP Catheters are provided in 

Appendix 16. A representative redline copy of the product label is provided in Appendix 16. 
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17.0 Sterilization and Shelf Life 

17 .1 Sterilization L----·-·-·-·-·-·-·-·-·-□_(~_M'!L ______________________ ,_! 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

I (b)(4) I 
~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

The subject LDP Catheters are sterilized using Ethylene oxide (EO) gas exposure with a sterility 

assurance level of l o-6. The sterilization process was previously validated per the overkill 

method described in the FDA recognized consensus standard ISO 11135, "Sterilization Of 

Health-Care Products - Ethylene Oxide - Requirements For The Development, Validation And 

. Routine Control_ Of A _SterilizationProcess For Medical Devices._ ".i (b)(4) : 

i (b)(4) _ 
!-'~~~~~~~~~~~~~~~~~ (_b )( 4 (~~~~~~~~~~~~~~~]-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
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Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 
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Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 
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Large Distal Platform Catheters 
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Large Distal Platform Catheters 
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18.0 Biocompatibility 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

Biocompatibility testing of all components and materials was conducted in the original 

submission (K180169) of the LDP Catheters pursuant to FDA's guidance document Use of 

International Standard ISO 10993-1, "Biological evaluation of medical devices - Part 1: 

Evaluation and testing within a risk management process", dated June 16, 2016 and ISO 10993-

1, "Biological Evaluation of Medical Devices Part 1: Evaluation and Testing". 

Per FDA guidance document Use of International Standard ISO 10993-1, "Biological evaluation 

of medical devices - Part 1: Evaluation and testing within a risk management process" changes 

to non-patient contacting components typically do not require biocompatibility testing. 
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Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

Table 18: Summary of Testing Completed to Confirm Subject Device Biocompatibility 

! (b)(4) I 
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Imperative Care, Inc. 
Special SlO(k) 

19.0 Software 

NIA 

20.0 Electromagnetic Compatibility and Electrical Safety 

NIA 

21.0 Performance Testing - Bench 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

.---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-} 

(b)(4) 
To ensure that the modified devices continue to meet design requirements and product 

specifications, verification tests were performed at the device and at the subassembly level in 

accordance with the applicable guidance documents and/or consensus standards. Completion of 

all verification and validation activities demonstrated that the modified devices passed the 

predefined acceptance criteria, met the design and perfom1ance specifications and are 

substantially equivalent to the predicate devices. 

21.l Sample Size Selection 

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

CONFIDENTIAL Page 64 of92 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



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

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



Imperative Care, Inc. 
Special SlO(k) 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

·-·-·-·-·-·-21.3 _______ Bench. Testing Overall_ Test.Summary Results ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

CONFIDENTIAL Page 66 of92 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



Imperative Care, Inc. 
Special SlO(k) 

CONFIDENTIAL 

Table 20: Summary of Supportive Bench Testing 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

Page 67 of92 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Imperative Care, Inc. 
Special SlO(k) 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 
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Imperative Care, Inc. 
Special SlO(k) 

CONFIDENTIAL 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

Figure 10: Tensile Strength Test Method Fixture 
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Imperative Care, Inc. 
Special SlO(k) 

[ ____________________________________________________________ ( b) ( 4 ) ____________________________________________________________ i 
summarized in Table 19. 

22.0 Performance Testing - Animal 

Large Distal Platform Catheters 
TracStar LDP and Zoom 88 LDP 

Test results are 

Animal data was not required for this submission because the subject device shares! ____ (b )( 4) ___ i 
!___·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b )( 4) -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i Comp 1 ete 
copies of animal study reports were provided previously in K180169. See Attachment 2 in the 

Imperative Care Inc. response to deficiencies letter dated July 3, 2018 . 

23.0 Performance Testing - Clinical 

Clinical data was not required for this submission. 

CONFIDENTIAL Page 92 of92 
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Dear Ms. Ellis, 

Thank you for reaching out. We have received the response for K212224 and are reviewing the information. If we have any additional questions, we will reach 
out. 

Regards, 

Leigh Aradersma 
Hfornedico! Engineer 
Nemointernentiond Devke, Team 
DHTSA: Division of Neumsurgical, Neuminterventional and Neumdiagnostic Devices 
OHT5: Office of Nemologkd and Phy,irnl Medidne Devkes 
Office of Product Evduation and Quality 
cmm I food and Drug Admiraistrntim1 
White Oak, Bldg. 66, Rm, 4176 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Ph: 301-796-5613 
leigh.anderson@fda. h hs.gov 

Excellent wstomer service is important to us. Plem;e take a moment to provide.feedback reg-,arding the cm;tomer service you have received: 
https://www.research.net/s/cdrhcustomerservice ?/Dec .17.12 &SccE 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 
Sent: Wednesday, September 8, 202112:18 PM 
To: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Subject: [EXTERNAL] Response to FDA request for additional information for K212224 

(/-.\UTff)t,~: 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. 

Dear Ms. Anderson, 

I hope this email finds you well. 

The response to FDA's request for additional information for K212224 was submitted last week. Please let me know if you have any further questions or if I c 
provide anything else to assist in the review of the Special 510(k). 

Kind regards, 

Kristin Ellis 

~ 

•, ,', +1.408.857.0934 

ke!:~s(j}J:rr:p0rn:!v0r.are .corr. 

hn_pe-rath1eca:-e.con~ I Uf:kedln I Tv .. 1~ttef ! )'o,;T,;be-
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K212224 
Imperative Care Inc. 
Trade/Device Name: TracStar Large Distal Platform (LDP) Catheter; Zoom 88 Large Distal Platform (LDP) 

Catheter 
Contact Name: Kristin Ellis 

This document is being communicated via e-mail as an attachment. The date on which FDA sent this e-mail 
is the official date of this correspondence. 

We have reviewed your submission K212224 and have determined that additional information is required. 
Your file is being placed on hold pending a complete response to the attached deficiencies. 

Please submit your response, referencing the submission number K212224 to: 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center - WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Please refer to the eCopy guidance at https://www.fda.gov/media/83522/download for current information on 
eCopy requirements. 

Your response is due within 180 days from the date of this request, which is the hold date plus 180 days. If a 
complete response is not received in CDRH's Document Control Center by this date, we will consider this 
submission to be withdrawn, and we will delete it from our review system. 

You may not market this device until you have received a letter from FDA allowing you to do so. If you 
market the device without FDA clearance, you will be in violation of the Federal Food, Drug, and Cosmetic 
Act. 

If you would like a meeting or teleconference with the review team and management to discuss your planned 
approach for responding to the attached deficiencies, please submit your request for feedback as a 
Submission Issue Q-Submission (Q-Sub ). Please note that a Submission Issue Q-Sub does not take the place 
of a formal response to this email notification. As noted above, FDA will consider this submission to be 
withdrawn if FDA does not receive, in a submission to the Document Control Center, a complete response to 
all of the attached deficiencies within 180 calendar days of the date of this request. 

This request for additional information has undergone supervisory review to ensure that the deficiencies 
cited are least burdensome and relevant to the marketing decision. Please see the revised guidance 
"Developing and Responding to Deficiencies in Accordance with the Least Burdensome Provisions" issued 

U.S. Food & DrU£1 Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

wwwJda.gpv 
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K.212224 - Kristin Ellis Page 2 

on September 29, 2017 (https://www.fda.gov/media/71735/download) for clarification regarding major and 
minor deficiencies. 

MAJOR DEFICIENCY LIST 
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K.212224 - Kristin Ellis Page 3 

MINOR DEFICIENCY LIST 

The Agency has identified a minor deficiency that can be resolved in a straightforward manner, but that need 
to be addressed to meet regulatory requirements or to prevent potential misbranding or adulteration. 
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K.212224 - Kristin Ellis Page 4 

{b){4) 
FDA is offering a teleconference within 10 calendar days from the date on this letter to address any 
clarification questions you may have pertaining to the deficiencies. If you are interested in a teleconference, 
please provide (1) proposed dates and (2) a list of your clarification questions via email at least 48 hours 
before the teleconference to the lead reviewer assigned to your submission. We would like to emphasize that 
the purpose of the meeting is to address specific clarification questions. Please note that if the specific 
clarification questions are not received at least 48 hours before the teleconference, the review team might not 
be able to provide feedback. The teleconference is not intended for review of new information, test methods 
or data; these types of questions could be better addressed via a Submission Issue Q-Submission (Q-Sub ). 
For additional information regarding Q-Subs, please refer to the Guidance for Industry and FDA Staff on 
Medical Devices: Requests for Feedback and Meetings for Medical Device Submissions at 
https://www.fda.gov/media/114034/download. 

Least Burdensome (LB) Flag 
The LB flag is an approach to allow submitters the opportunity for the informal review by or on behalf of 
Division management of an issue raised in an FDA request for additional information (i.e., a deficiency 
letter). The goal of the LB flag is to quickly address FDA requests that submitters do not believe are least 
burdensome or when submitters believe they are being held to a different standard than their legally 
marketed predicate device. The LB flag is not intended to clarify deficiencies, is not an appeal under 21 CFR 
10.75, and is not intended to provide a review of a proposed response to deficiencies. 

If you would like to throw the LB flag, FDA has several criteria that should be met before you submit your 
request: 

• You should have tried to address your concern by discussing it with Division management before 
attempting to throw the LB flag. This discussion with Division management may take place as part of 
a teleconference ( such as the voluntary teleconference held within 10 days following transmission of 
an Additional Information letter to clarify deficiencies), email, or a Q-Submission Submission Issue 
Request. 

• Your flag should generally be limited to two topic areas. Topic areas are common premarket review 
deficiency categories that apply to many device types across multiple reviewing Divisions. Examples 
of topic areas include biocompatibility, sterility, reprocessing, software, electromagnetic 
compatibility, wireless, electrical safety, clinical, and non-clinical performance testing. 

• If you would like to discuss issues pertaining to more than two topic areas, you should contact 
OPEQSubmissionSupport@fda.hhs.gQy for more information. 

• You should throw the LB flag within 60 calendar days of the date that FDA sent the deficiency letter. 

Upon meeting the criteria, you should send a short email (e.g., 1-2 page) that includes: 1) a summary of the 
deficiencies under disagreement, 2) a summary of relevant communications with Division management, and 
3) a proposed path forward. The LB flag should be sent to the lead reviewer and their Assistant Director. 
You should also copy OPEQSubmissionSupport(cufda.hhs.gov on your LB flag email request. Within two 
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business days of your email, your request will be acknowledged by the reviewing Division. If you do not 
meet the criteria for the LB flag, you will be notified in this acknowledgement email. 

Your LB flag should contain sufficient information to determine whether the deficiency letter was not least 
burdensome, or you are being held to a different standard than your predicate device. FDA may request a 
phone call with you to discuss your concern further and intends to communicate feedback from Division 
management on LB flags through email no later than 21 calendar days of their receipt. Please note that the 
LB flag does not change the deadline for your response to the Document Control Center. If you have any 
questions, please contact OPEQSubmissionSupport(@,fda.hhs.gov. 
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lUi FOOD & tHUIG 
isDMiNISTR/11'.0N 

Food and Drug Administration 
CDRH/OPEQ/OHTV /DHTVA 

WO66 RM4276 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 
301-796-5613 

Premarket Notification 51 O{k) Review 

Date: August 4, 2021 

Reviewer: Leigh Anderson 

Subject: Special 510(k)# K212224 

Device Trade Name: TracStar Large Distal Platform 
Applicant: Imperative Care Inc. (LDP) Catheter, Zoom 88 Large Distal Platf01m 

(LDP) Catheter 

Contact Name: Kristin Ellis Contact Title: Regulatory Affairs Manager 

Correspondent Firm: Imperative Care Inc. 
Phone: ( 408) 857-0934 Email: 
kellis@imperativecare.com 

Received Date: July 16, 2021 Due Date: August 15, 2021 

Pro Code(s): QJP Class: II Reg#: 870. 1250 Reg Name: Percutaneous Catheter 

Pro Code( s): DQY Class: II Reg#: 870.1250 Reg Name: Percutaneous catheter 

Predicate Devices: 
Submission # Pro Code Device Trade Name Applicant 
K203764 QJP, TracStar Large Distal Platform, Imperative Care Inc. 

DQY ZOOM 88 Large Distal Platform, 
ZOOM 88-T Large Distal Platfonn 
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Dear Ms. Anderson, 

Thank you for the correction of the review clock day. Can you please provide me with the submission timing review goal for this Special 510(1<)? This would be 
helpful for our planning purposes. 

Kind regards, 

Kristin Ellis 

~ 

:'.i: +1.408.857.0934 
• _k0!~is(f..; :m_pera-:.:i'v'ec~ ff:.CC!n": 

tfl'lQf:rat:vecare .corr. I j,}_r;j~g,~-l_h:: I Tw:tt0r ! Yo~: rd)f; 

13.59 GeH Avenue, Carnpbel!, CA 95008 
W'.Nw,Jrrnt:~_,_;~_t_iv_1:_~r1~-'-~}_._q~rn 

From: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 
Sent: Tuesday, September 14, 2021 9:22 AM 
To: Kristin Ellis <kellis@imperativecare.com> 
Cc: Nora Hadding <nhadding@imperativecare.com>; K212224@docs.fda.gov 
Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for K212224. The submission is still under review at this time. If we have 
additional questions, we will reach out as soon as possible. 

Regards, 

i.eigh Anderson 
Biwnedk:af Engineer 
Neun:iinten1entiomil Devices Team 
DHTSA: Division of I\Jicuro$mgkil>I, Neurointerventim1al m1d I\Jeumdiagnostic Devirn$ 
OHTS: otfae of Meun:ibgkal and Physkal Medicine Devices 
Offiu, of Pmdus:t Evaluation and Quality 
CDRH I food ,md Drng Adrninistrntkm 
White Oak, Bldg. 66, Rm. 4276 I .1.0001 !\Jew llmnpshirn Avenue I Silver Spring, MD 7.0993 
Ph: 301- 796-5613 
leigh.anderson@fda.hhs.gov 

Excellent wstomer service is irnportant to us. Please take a moment to provide feedback regarding the customer service you have received: 
httpsJ/www.resea_rch_.netjs/cd_rhcustam_erservice?IQ=lZ12&,5_=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any 
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e-mail or phone. 

From: Kristin Ellis <k2iis@(n,per~tivecare.con1> 
Sent: Tuesday, September 14, 202111:48 AM 
To: Anderson, Leigh <L2'g'u\nde,son@)fda.hhs.gov> 
Cc: Nora Hadding <n!,add:ng:JJ:,,-L01c'rnti,1eca,e.cs:;i:n> 
Subject: [EXTERNAL] K212224 Review Status 

(/-.\UTff)t,~: 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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status of K212224. With the request for additional information hold and the 
Labor Day holiday, I am unsure of the review clock day count. I believe the clock is currently at Day 32. Can you please confirm if this is correct or if not, what 
date is the end of the review cycle? 
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Additionally, please let me know if there is any further information you require to complete the review. 

Kind regards, 

Kristin Ellis 

~ 

,' .. ,. +1.408.857.0934 
ke!~ls@:m per .a:,.ivera :-e. corr: 

=wwer;atiy,;q,·ec.q:,rr, I ULk,,dir, I Iwit1:,,r • Yo;,Td:,ee 

13_c_19 DeH Avenue, Campbel!, CA 9S008 
\NW\N ~rr.p0r~th,ce~~re.,:0m 
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Imperative Care 

INSTRUCTIONS 
FOR USE 

DEVICE DESCRIPTION 

LOP Catheters Appendix 16-4 

88 l~perative· 
l.ARGf.. DISTAl. "'l.lHFORM 

The Zoom™ 88 Large Distal Platform™ catheters (Zoom 88) are single lumen, braid and coil reinforced, 
variable stiffness catheters with a radiopaque marker and a lubricious hydrophilic coating on the distal 18 
cm portion of the catheter. The Zoom 88 has an outer diameter of 0.110" (2.8 mm) and is offered in a 
working length of 110 cm. Additional dimensions are included on the device label. The Zoom 88 has a 
luer hub on the proximal end. The Zoom 88 is compatible with 8F or greater introducer sheaths and 
0.038" or smaller guidewires. A support catheter may also be used to assist in accessing the target 
vasculature. 

The Zoom 88 is packaged with an accessory Rotating Hemostasis Valve (RHV). The RHV is intended to 
be attached to the proximal hub of the Zoom 88 and used to control hemostasis during use with other 
devices. 

INDICATIONS FOR USE 

The Zoom 88 Large Distal Platform is indicated for the introduction of interventional devices into the 
peripheral, coronary, and neuro vasculature. 

CONTRAINDICATIONS 

There are no known contraindications. 

WARNINGS 

• The Zoom 88 should only be used by physicians who have received appropriate training in 
interventional techniques and are proficient in using guide sheaths and catheters. 

• Extreme caution should be used if it is required that the Zoom 88 be advanced near or through any 
aneurysms or other vascular malformations. 

• The distal portion of the catheter has a lubricious hydrophilic coating and should be hydrated per 
Step 7 with heparinized saline before inserting the catheter into the patient. Failure to abide by this 
warning may result in damage to the device coating, which may necessitate intervention or result 
in serious adverse events. 

PRECAUTIONS 

• Use prior to the "Use By" date specified on the product package. 

• This device is intended for single use only. Do not resterilize or reuse. After use, dispose in 
accordance with hospital and/or local government policy. 

• Do not use kinked or damaged devices. Do not use open or damaged packages. 

• Do not use if the labeling is incomplete or illegible. 

• Prior to use, ensure that the dimensions ( e.g. diameter and length) of the Zoom 88 and 
accessory/adjunctive devices to be used in the procedure are compatible with each other and 
appropriate for the target vasculature. 

• To avoid the introduction of embolic fibers, do not use fabric/cloth/gauze to hydrate or wipe down 
the catheters. Catheters should be hydrated through short immersion in a bath of heparinized 
saline. 
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Imperative Care LOP Catheters Appendix 16-4 

INSTRUCTIONS 
FOR USE 88 

l.ARGf.. DISTAl. "'l.lHFORM 

l~perative· 

• Use the Zoom 88 in conjunction with fluoroscopic visualization. 

Note: Sufficient shielding, reduced jluoroscopy times, and modified X-ray technical factors should 
be used when possible to limit patient and physician exposure to X-ray radiation doses. 

• Exercise care when manipulating the device through tortuous anatomy. Do not advance or 
withdraw the Zoom 88 or accessory/adjunctive devices against resistance without careful 
assessment of the cause under fluoroscopy. If the cause cannot be determined, withdraw all 
devices as a single unit. Excessive manipulation or torqueing the device against resistance may 
result in damage to the vasculature or the device. 

• Precautions to prevent or reduce clotting should be taken when any catheter is used in the vascular 
system. The use of systematic heparinization and heparinized sterile solution should be considered. 

• Maintain a constant infusion of an appropriate flush solution. If using a heparinized flush solution, 
care should be taken to account for the additional heparin being administered via the flush 
solution. Failure to do so can result in coagulopathy and excessive bleeding at the access site. 

• If flow through the device becomes restricted, do not attempt to clear the lumen by infusion. 
Remove and replace the device. 

• Use of an introducer sheath is necessary to introduce the Zoom 88 into the patient's vasculature. 
Attempting to introduce the catheter without this introducer can result in kinking or other damage 
to the device. 

• Hemostasis valves should be appropriately used throughout the procedure to minimize blood loss. 
Monitoring of intra-procedural blood loss throughout the procedure should also be performed to 
ensure that appropriate management may be instituted as necessary. 

• Do not use automated high-pressure contrast injection equipment with the Zoom 88 as it may 
damage the device. 

POTENTIAL ADVERSE EVENTS 

Possible complications include, but are not limited to, the following: 

• Acute occlusion, Ischemia • Infection, Sepsis 

• Unstable angina • Intracranial hemorrhage 

• Arrhythmia, including ventricular • Hypotension/Hypertension 
fibrillation • Acute myocardial infarction 

• Death • Infarction/Necrosis 
• Distal embolization • Neurological defects including stroke 
• Emboli • Vessel spasm, thrombosis, dissection, 
• False aneurysm formation perforation, rupture 

• Fever • Drug reactions ( e.g. coagulopathy, renal 

• Access Site Complications (Hematoma or insufficiency/failure, allergic reaction) 
hemorrhage, sterile inflammation, 
granulomas) 

This device is required to be used with fluoroscopy. Potential complications related to angiographic and 
fluoroscopic X-ray radiation doses include, but are not limited to: alopecia, bums ranging in severity 
from skin reddening to ulcers, cataracts, and delayed neoplasia. The probability of occurrence of 
complications may increase as procedure time and number of procedures increase. 
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Imperative Care 

INSTRUCTIONS 
FOR USE 

DEVICE PREPARATION AND USE 

LOP Catheters Appendix 16-4 

88 l~perative· 
l.ARGf.. DISTAl. "'l.lHFORM 

1. Select an appropriate Zoom 88 based on the distance from the access site to the target anatomy. 
Ensure that the diameter of the Zoom 88 is appropriate for the vasculature. 

2. Select an appropriate support catheter based on the dimensions of Zoom 88 being used, the 
target vessel, and the surrounding anatomy to help aid in accessing the target vessel. 

3. Open the product pouch and place the pouch card into the sterile field. Exercise care when 
removing the pouch card from the product pouch to prevent damage to the device and 
accessories. 

4. Remove the Rotating Hemostasis Valve (RHV) from the pouch card by removing it from the 
card tabs before gently lifting the Zoom 88 luer from the pouch card tab and removing the 
catheter shaft from the protective tubing. 

5. Inspect the Zoom 88 and accessories for kinks or other damage. If damage is noted, do not use 
the device. Replace with an undamaged device. 

Use Steps for the Zoom 88 Large Distal Platform 

6. Attach the provided RHV to the luer of the Zoom 88. 

7. Hydrate the outer surface of the Zoom 88 and flush the lumen of the catheter and RHV with 
heparinized saline. 

Note: To avoid the introduction of embolic fibers, do not use fabric/cloth/gauze to hydrate or 
wipe down the catheters. Catheters should be hydrated through short immersion in a bath of 
heparinized saline. 

8. Open the RHV and advance support catheter+ guidewire (:::;0.038" diameter) into the Zoom 88 
until the distal tip of the support catheter is well past the distal tip of the Zoom 88 and then 
tighten the RHV to secure the suppmt catheter in place. Do not overtighten the RHV as it could 
defonn the support catheter lumen and prevent passage of a guidewire. 

9. Gently insert the Zoom 88/support catheter/guidewire assembly (device assembly) into the 8F 
or larger introducer sheath. 

Note: Follow the introducer sheath mamffacturer'.,; instructions.for use when performing this 
step. 

10. Under fluoroscopy, advance the device assembly through the introducer sheath and into the 
patient's vasculature using conventional catheterization techniques. 

Note: If injection through the Zoom 88 is necessary, remove the support catheter and guidewire 
and aspirate the Zoom 88 lumen prior to injection. 

11. After gaining access to the desired vessel with the support catheter and guidewire, advance the 
Zoom 88 over the suppmt catheter to the desired position. 

12. Once the desired position is achieved, remove the support catheter and, if necessary, the 
guidewire. 
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Appendix 16-4 

l~perative· 

13. The Zoom 88 can be used as a conduit for other interventional and diagnostic agents to access 
the target vascular site and distal vessels. 

Note: Ensure that the pressure for any fluids being injected through the Zoom 88 does not 
exceed 300 PSI. Exceeding this value can result in severe vascular trauma. 

14. After the procedure has been completed, remove the Zoom 88 through the introducer sheath per 
standard procedure. 

15. Discard the Zoom 88 appropriately per facility procedure. 

PACKAGING 

The Zoom 88 is placed inside a protective HDPE tube and then secured to a HDPE packaging card. 
Accessories included in the Zoom 88 packaging include a Rotating Hemostasis Valve (RHV). The 
packaging card is placed into a Nylon/Tyvek pouch which is thennally sealed to maintain sterility post 
sterilization. 

The Zoom 88 is sterilized using Ethylene Oxide (EtO). 

The Zoom 88 will remain sterile unless the pouch is opened, damaged, or the "Use By" date has passed. 

MATERIALS 

The Zoom 88 is not made with natura1 rubber 1atex. 

STORAGE AND HANDLING 

Keep dry. Keep away from sunlight. Store at room temperature. 

SYMBOLS GLOSSARY 

Standard Reference: ISO 15223-1 §5.1.5 Medical devices - Symbols to be used with medical device 
labels, labelling and information to be supplied - Part 1: General requirements 

Symbol Definition 

- Manufacturer 

ILOTI Lot number 

r-···~ 
~ Use by 

O] Attention - See instructions for use for safety information and symbols glossary 
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Imperative Care 

INSTRUCTIONS 
FOR USE 

IREFI Catalogue number 

lsrERILEIEol 
Sterilized by ethylene oxide 

* Nonpyrogenic 

LOP Catheters Appendix 16-4 

88 l~perative· 
l.ARGf.. DISTAl. "'l.lHFORM 

fxOnly Prescription only - U.S. Federal Law restricts this device to use by or on the order of a 
physician 

@ Do not use if packaging is damaged 

® Do not resterilize 

® Do not reuse 

uJ1 Contents (numeral indicates quantity of systems in package) 

.. .....,_,~.I----

----?i'\' Keep away from sunlight 
~\ 

+ Keep d1y 

WARRA .. NTY 

Imperative Care, Inc. ("Imperative Care") warrants that reasonable care has been used in the design and 
manufacture of this device. This warranty is in lieu of and excludes all other warranties not expressly set 
forth herein, whether expressed or implied by operation of law or otherwise, including, but not limited to, 
any implied warranties of merchantability or fitness for a particular use. Handling, storage, cleaning, and 
sterilization of this device as well as other factors relating to the patient, diagnosis, treatment, surgical 
procedures, and other matters beyond Imperative Care's control directly affect the device and the results 
obtained from its use. Imperative Care's obligation under this warranty is limited to the replacement of 
this device and Imperative Care shall not be liable for any incidental, consequential, or special loss, 
damage, or expense directly or indirectly arising from the use of this device. Imperative Care neither 
assumes, nor authorizes any other person to assume for it, any other or additional liability or 
responsibility in connection with this device. This warranty is valid only if the device is used in 
accordance with the manufacturer's instructions, and the warranty is limited to the original user. Any 
sale or other transfer or use of the device covered by this warranty to or by a user other than the original 
user shall cause this warranty to terminate immediately. Imperative Care assumes no liability with 
respect to devices reused, reprocessed, or resterilized, or serviced, repaired or modified by any party 
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other than the original manufacturer, and makes no wananties, expressed or implied, including but not 
limited to merchantability or fitness for intended use, with respect to such devices. 

-IMPERATIVE CARE, INC. 
1359 Dell Avenue 
Campbell CA 95008 U.S.A. 
+ 1.408.502.7548 

© 2020 Imperative Care, Inc., All Rights Reserved 
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Good morning Ms. Anderson, 

{b){4) 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@01D7ADF8.3D7BD7E0] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Monday, September 20, 2021 7:05 AM 

To: Kristin Ellis <kellis@imperativecare.com> 

Cc: K212224@docs.fda.gov 
; 

Subject: K212224 i (b)(4) ~----~~~~----~ 

Dear Ms. Ellis, 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue Silver Spring, MD 20993 
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Ph: 301-796-5613 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l712&S=E<https://nam12.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
D1712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7Cd7b9db26fc7a46b3d97d08d97c3f 
ccd3%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637677436365610163%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=S 
aLEvTiPAjPQHAFmoHGnUw4jF7Invq5s6AwSpc878HA%3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 
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From: 
To: 
Subject: 
Date: 
Attachments: 

Anderson. Leigh 

Anderson. Leigh 

FW: K212224 ( ( AINN ))i -·-·-·-·-·-·-·-·-·-·-·-·-·-· (b )(5) -·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
Wednesday, August 4, 2021 2:57:01 PM 

K212224.Additiona1Informatiorl (b}(5} i 
K2 l 2224.Additiona1Informatior, : 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

! __________________________________________________________________________ ( b )( 5) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·___i 

From: Muradyan, Nai ra <Naira.Muradyan@fda .hhs.gov> 

Sent: Wednesday, August 4, 2021 2:54 PM 

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

Subject: RE: K212224 (( AINN ))[ (b)(S) i 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

Thanks again Leigh,j (b}(5) i 
Naira L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

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

Sent: Wednesday, August 4, 202111:01 AM 

To: Muradyan, Naira <Nai ra.Mu radyan@fda. hhs.gov> 

Subject: K212224 (( AINN )) i (b)(5) i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Dear Naira, 
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Please let me know if you have any questions. 

Thanks, 

Leigh 

Leigh Anderson 

Bfornedico/ 

Neuminterventkma! Devices Team 

DHTSA: Divlskm of Neumsmgka!, Neumlnternentiona! and Neumdagnostk Devices 

OHTS: Office of Neurnlogkal and Physical Medidne Devices 

Office of Product Evaluation and QuaHty 

CDRH ! Food and Drug Administration 

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

r.ih: 3U1--796--Sb13 

leigh .a nderson@fda.hhs.gov 

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

Hi Naira, 

Thanks 

Leigh 

Anderson. Leigh 

Muraclyan. Naira ~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
FW: [EXTERNAL] RE : K21222( _____________ ( b )( 4 ) ____________ ___: 
Monday, September 20, 202111:22:00 AM 
imaae00l.png 

From: Kristin Ellis <kellis@imperativecare.com> 

Sent: Monday, September 20, 202111 :20 AM 

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

Cc: K212224@docs.fda.gov; Nora Hadding <nhadding@ imperativecare.com> 

Subject: [EXTERNAL] RE : K 2122 2 4[ ________________________ __(_~)_(~) _________________________ _j 

Good morning Ms. Anderson, 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-(_ b) { 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-I 

Kind regards, 

Kristin Ellis 

Imperative,, 

+ 1.408.857.0934 

imuerativecare.c.on·, I Unked:n I Twitter I YouTube 

13'.19 Dell Avenue, Campbell, CA 95008 

www.irnperativeca_reJxin,_ 

From: Anderson, Leigh <.L.f:..\gb.J\n.ds:c.1.>PD.f'.9..f.d.i-J.,.bb;:cJm.v.> 
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Sent: Monday, September 20, 2021 7:05 AM 

To: Kristin Ellis <J<eUis(al_i_rnperativeca_re,curn_> 

Cc: K212224(aldocsJda JJOV 

Subject: K 212 2 2 ~---·-·-·-·-·-·-·-·-·-(~)!~) _____________________ _j 

Dear Ms. Ellis, 

Regards, 

Leigh Anderson 

Biornedfca! 

Neurninterventiona! Devices Team 

DHTSA: Divh,ka1 of Neurnsurgka!, Neurninterventiona! and Neurndiagnostic 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 

regarding the customer service you have received: 

https://www.research.net/<,/cdrhcustomerservice ?f 0=1712&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN 

INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you 

are not the addressee, or a person authorized to deliver the document to the addressee, you are 

hereby notified that any review, disclosure, dissemination, copying, or other action based on the 

content of this communication is not authorized. If you have received this document in error, please 

immediately notify the sender by e-mail or phone. 
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From: 
To: 
Subject: 
Date: 
Attachments: 

Muradyan. Naira 
Anderson. Leigh 

RE: K212224 ( ( AINN ) )L. __________________________ _(b )(5) ·-·-·-·-·-·--·-·-·-·-·-·-__j 
Wednesday, August 4, 2021 2:54:05 PM 

K212224.Additiona1Information! ___________ (b)(5) ___________ i 

Than ks again Leigh, l _______________________________________________ ( b )_( 5 ) _______________________________________________ i 
Naira 

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

Sent: Wednesday, August 4, 202111:01 AM 

To: Muradyan, Naira <Naira.Muradyan@fda.hhs.gov> 

Subject: 1<212224 (( AINN ))i (b)(5) i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Dear Naira, 

Please let me know if you have any questions. 

Thanks, 

Leigh 

Leigh Anderson 

Biornedico/ 
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Neurninterventiona! Devices Team 

DHTSA: Division of Neumsurglca!, Neurnlnterventiona! and Neumdiagnostic Devices 

OHTS: Office of Neurnlogkal and Physical Medicine Devices 

Office of Product Evaluation and QuaHty 

CDRH ! Food and Drug Administrndon 

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

leigh.anderson(a.)fda.hhs.gov 

Exceffent customer service is important to us. Please take a moment to provide feedback 
regarding the customer service you have received: 
https:/lwww.research.net/c;/cdrhcustomerservice ?I 0=1 712&S=E 
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From: 
To: 
Subject: 
Date: 
Attachments: 

Thanks Naira, 

Leigh Anderson 

Bfornedico/ 

Anderson. Leigh 

Muraclyan. Naira 

RE: K212224 (( AINN ))! (b)(5) i 
~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Wednesday, August 4, 2021 3:18:00 PM 

K212224.Additiona1Informatiori _____ __(~){~L_ ___ j 

Neuminterventkma! Devices Team 

DHTSA: Diviskm of Neumsmgka!, Neumlnternentiona! and Neumdiagnostic Devices 

OHTS: Office of Neurn!ogica! and Physical Medidne Devices 

Office of Product Evahmth":m and QuaHty 

CDRH ! Food and Drug Administration 

White Oak, Bldg. 66, Rm, 4276 ! 10903 New Hampshire Avenue ! Sliver Spring, MD 20993 
r.ih: 301--796--5613 

leigh .a nderson@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 

From: Muradyan, Nai ra <Naira.Muradyan@fda.hhs.gov> 

Sent: Wednesday, August 4, 2021 2:54 PM 

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

Subject: RE: K212224 (( AINN ))[ (b)(S) i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .. 

Th a n ks a g a in Leigh{_ ______________________________________________ ( b )( 5) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· j 
Naira 

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

Sent: Wednesday, August 4, 202111:01 AM 

To: Muradyan, Naira <Nai ra.Mu radya n@fda. hhs.gov> 

Subject: K212224 (( AINN ))i (b)(5) i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

Dear Naira, 
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Please let me know if you have any questions. 

Thanks, 

Leigh 

Leigh Anderson 

Biornedjco! 

Nm..irninterventionz! Devices Tezm 

DHT5A: Division of Nm..irnsurgka!, Neurninterventionz! and Nm.irncliagnostic Devices 

OHTS: Office of Neurn!ogica! and Physical Medicine Devices 

Office of Prnduct Evaluation and Qua!ity 

CDRH ! Food and Drug Administration 

White Oak, Bldg. 66, Rm, 4275 ! 10903 New Hampshire Avenue j SHver Spring, MD 20993 

Ph : 301-796-5613 

leigh .a nderson@fda.hhs.gov 

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

regarding the customer service you have received: 

httos://www.research.net/s/cdrhcustomerservice ?! 0= 1712&S=E 
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Build Correspondence Convert to PDF 

K.212224 
Imperative Care Inc. 
Trade/Device Name: TracStar Large Distal Platform (LDP) Catheter; Zoom 88 Large Distal Platform (LDP) 

Catheter 
Contact Name: Kristin Ellis 

This document is being communicated via e-mail as an attachment. The date on which FDA sent this e-mail 
is the official date of this correspondence. 

We have reviewed your submission K212224 and have determined that additional information is required. 
Your file is being placed on hold pending a complete response to the attached deficiencies. 

Please submit your response, referencing the submission number K.212224 to: 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center - WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Please refer to the eCopy guidance at https://www.fda.gov/media/83522/download for current information on 
eCopy requirements. 

Your response is due within 180 days from the date of this request, which is the hold date plus 180 days. If a 
complete response is not received in CDRH's Document Control Center by this date, we will consider this 
submission to be withdrawn, and we will delete it from our review system. 

You may not market this device until you have received a letter from FDA allowing you to do so. If you 
market the device without FDA clearance, you will be in violation of the Federal Food, Drug, and Cosmetic 
Act. 

If you would like a meeting or teleconference with the review team and management to discuss your planned 
approach for responding to the attached deficiencies, please submit your request for feedback as a 
Submission Issue Q-Submission ( Q-Sub ). Please note that a Submission Issue Q-Sub does not take the place 
of a formal response to this email notification. As noted above, FDA will consider this submission to be 
withdrawn if FDA does not receive, in a submission to the Document Control Center, a complete response to 
all of the attached deficiencies within 180 calendar days of the date of this request. 

This request for additional information has undergone supervisory review to ensure that the deficiencies 
cited are least burdensome and relevant to the marketing decision. Please see the revised guidance 
"Developing and Responding to Deficiencies in Accordance with the Least Burdensome Provisions" issued 

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

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



K.212224 - Kristin Ellis Page 2 

on September 29, 2017 (https://www.fda.gov/media/71735/download) for clarification regarding major and 
minor deficiencies. 

MAJOR DEFICIENCY LIST 

The Agency has identified major deficiencies that if not adequately resolved, may preclude a favorable 
decision on the marketing application. 
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K.212224 - Kristin Ellis Page 3 

MINOR DEFICIENCY LIST 

The Agency has identified a minor deficiency that can be resolved in a straightforward manner, but that need 
to be addressed to meet regulatory requirements or to prevent potential misbranding or adulteration. 
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K.212224 - Kristin Ellis Page 4 

Least Burdensome {LB) Flag 
The LB flag is an approach to allow submitters the opportunity for the informal review by or on behalf of 
Division management of an issue raised in an FDA request for additional information (i.e., a deficiency 
letter). The goal of the LB flag is to quickly address FDA requests that submitters do not believe are least 
burdensome or when submitters believe they are being held to a different standard than their legally 
marketed predicate device. The LB flag is not intended to clarify deficiencies, is not an appeal under 21 CFR 
10.75, and is not intended to provide a review of a proposed response to deficiencies. 

If you would like to throw the LB flag, FDA has several criteria that should be met before you submit your 
request: 

• You should have tried to address your concern by discussing it with Division management before 
attempting to throw the LB flag. This discussion with Division management may take place as part of 
a teleconference (such as the voluntary teleconference held within 10 days following transmission of 
an Additional Information letter to clarify deficiencies), email, or a Q-Submission Submission Issue 
Request. 

• Your flag should generally be limited to two topic areas. Topic areas are common premarket review 
deficiency categories that apply to many device types across multiple reviewing Divisions. Examples 
of topic areas include biocompatibility, sterility, reprocessing, software, electromagnetic 
compatibility, wireless, electrical safety, clinical, and non-clinical performance testing. 

• If you would like to discuss issues pertaining to more than two topic areas, you should contact 
OPEQSubmissionSupport@fda.hhs.gov for more information. 

• You should throw the LB flag within 60 calendar days of the date that FDA sent the deficiency letter. 

Upon meeting the criteria, you should send a short email ( e.g., 1-2 page) that includes: 1) a summary of the 
deficiencies under disagreement, 2) a summary ofrelevant communications with Division management, and 
3) a proposed path forward. The LB flag should be sent to the lead reviewer and their Assistant Director. 
You should also copy OPEQSubmissionSupport@fda.hhs.gov on your LB flag email request. Within two 
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K.212224 - Kristin Ellis Page 5 

business days of your email, your request will be acknowledged by the reviewing Division. If you do not 
meet the criteria for the LB flag, you will be notified in this acknowledgement email. 

Your LB flag should contain sufficient infom1ation to determine whether the deficiency letter was not least 
burdensome, or you are being held to a different standard than your predicate device. FDA may request a 
phone call with you to discuss your concern further and intends to communicate feedback from Division 
management on LB flags through email no later than 21 calendar days of their receipt. Please note that the 
LB flag does not change the deadline for your response to the Document Control Center. If you have any 
questions, please contact OPEQSubmissionSupport@fda.hhs.gov. 
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From: 
To: 
Subject: 
Date: 

Anderson. Leigh 
Muraclyan. Naira 

RE: K212224/S001 ( ( SESE )) [ ________________________________ J_~}(~)-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 
Monday, September 20, 2021 9:54:00 AM 

Thanks Naira.i (b)(5) ] 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

-leigh 

From: Muradyan, Naira <Naira.Muradyan@fda.hhs.gov> 

Sent: Monday, September 20, 2021 9:52 AM 

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

Subject: RE: K212224/S001 ( ( SESE ) ) i_ _________________________________________ J~)_(~_L_ ______________________________________ __j 

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

Thanks 

Naira 

From: Anderson, Leigh <Leigh.Anderson(olfda. hhs.gov> 

Sent: Friday, September 10, 2021 9:56 AM 

To: Muradyan, Naira <Nai ra.Mu radyan(alfda.hhs.gov> 

Subject: RE: K212224/S001 (( SESE ))i (b)(5) i 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

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

Thanks! 

Leigh 

From: Muradyan, Naira <Naira.M ura dyan@fda .h hs.gov> 

Sent: Friday, September 10, 2021 7:19 AM 

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

Subject: RE : K2122 2 4 /SOO 1 ( ( SES E ) ( __________________________________________ ( b )( 5) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
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Thanks, 

Naira 

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

Sent: Thursday, September 9, 20218:21 PM 

To: Muradyan, Naira <Nai ra.Mu radya n@fda.hhs.gov> 

Subject: K212224/S001 (( SESE }}i (b)(5) i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Dea r Naira, 

Please let me know if you have any questions. 

Thanks, 

Leigh 

Leigh Anderson 

Biornedico/ 

Nm..irninterventiona! Devices Team 

DHTSA: Division of Neurnsurglca!, Neurnlnterventiona! and Neumdiagnostic Devices 

OHTS: Office of Neurn!ogica! and Physical Medicine Devices 

Office of Product Evah..iation and QuaHty 

CDRH ! Food and Drug Administration 

White Oak, Bldg. 66, Rm, 4276 ! 10903 New HampsMre Avenue ! SHver Spring, MD 20993 

Ph : 301-796-5613 
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leigh .a nderson@fda.hhs.gov 

Exceffent customer service is important to us. Please take a moment to provide feedback 
regarding the customer service you have received: 
https:/lwww.research.net/c;/cdrhcustomerservice ?I 0=1 712&S=E 
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From: 
To: 
Subject: 
Date: 
Attachments: 

Muradyan. Naira 
Anderson. Leigh 

RE: K212224/S001 (( SESE )) Ready forl_ __________________________ (b)(5) ___________________________ i 
Monday, September 20, 2021 9:52:10 AM 

l ______________________________ ( b) ( 5 ) ____________________________ __.! 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

I (b)(S) ! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 
Thanks 

Naira 

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

Sent: Friday, September 10, 2021 9:56 AM 

To: Muradyan, Naira <Naira.Muradyan@fda.hhs.gov> 

Subject: RE: K212224/S001 (( SESE ))! (b)(5) i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

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

I ___________________________________________ J_~l(~J ____________________________________________ I 

Thanks! 

Leigh 

From: Muradyan, Naira <Naira.M ura dyan(alfda.h hs.gov> 

Sent: Friday, September 10, 2021 7:19 AM 

To: Anderson, Leigh <Leigh.Anderson(a.)fda. hhs.gov> 

Subject: RE: K212224/S001 (( SESE ))i (b)(5) : 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

Thanks, 

Na ira 

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

Sent: Thursday, September 9, 20218:21 PM 

To: Muradyan, Naira <Nai ra.Mu radya n(alfda.hhs.gov> 

Subject: K 212 2 2 4 /SOO 1 ( ( SES E ) ) i ________________________________________ __(_~)_(~)-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_j 
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Dear Naira, 

Please let me know if you have any questions. 

Thanks, 

Leigh 

Leigh Anderson 

Biornedjco! 

Nm..irninterventionz! Devices Tezm 

DHT5A: Division of Nm..irnsurgka!, Neurninterventionz! and Nm.irncliagnostic Devices 

OHTS: Office of Neurn!ogica! and Physical Medicine Devices 

Office of Prnduct Evaluation and Qua!ity 

CDRH ! Food and Drug Administration 

White Oak, Bldg. 66, Rm, 4275 ! 10903 New Hampshire Avenue j SHver Spring, MD 20993 

Ph : 301-796-5613 

leigh .a nderson@fda.hhs.gov 

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

regarding the customer service you have received: 

httos://www.research.net/s/cdrhcustomerservice ?! 0= 1712&S=E 
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Dear Ms. Ellis, 

Thank you for your email reply and confirmation with the i (b)(4) 
~------------

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHTSA: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHTS: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com> 

Sent: Monday, September 20, 2021 11:20 AM 

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

Cc: K2l2224@docs.fda.gov; Nora Hadding <nhadding@imperativecare.com> 

Subject: [EXTERNAL] RE: K212224i (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 Ms. Anderson, 

(b)(4) 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024
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[cid:image001.png@01D7AE11.B637DB70] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Monday, September 20, 2021 7:05 AM 

To: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Cc: K212224@docs.fda.gov<mailto:K212224@docs.fda.gov> 

Subject: K212224 (b)(4) 
Dear Ms. Ellis, 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l712&S=E<https://nam12.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
D1712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7Cd7b9db26fc7a46b3d97d08d97c3f 
ccd3%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637677436365610163%7CUnknown%7CTWFpbG 
Zsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdata=S 
aLEvTiPAjPQHAFmoHGnUw4jF7Invq5s6AwSpc878HA%3D&reserved=0> 
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THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO 1'JHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 
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Dear Ms. Anderson, 

Thank you for the correction of the review clock day. Can you please provide me with 
the submission timing review goal for this Special 510(k)? This would be helpful for 
our planning purposes. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@0lD7A94D.3CCDDFA0] 

M: +l.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://www.linkedin.com/company/imperativecare/> 
Twitter<https://twitter.com/imperative_care> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 

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

Sent: Tuesday, September 14, 2021 9:22 AM 

To: Kristin Ellis <kellis@imperativecare.com> 

Cc: Nora Hadding <nhadding@imperativecare.com>; K2l2224@docs.fda.gov 

Subject: RE: [EXTERNAL] K212224 Review Status 

Dear Ms. Ellis, 

Thank you for your email. 

Our review tracking system indicates that today is day 31 of FDA's review clock for 
K212224. The submission is still under review at this time. If we have additional 
questions, we will reach out as soon as possible. 

Regards, 

Leigh Anderson 

Biomedical Engineer 

Neurointerventional Devices Team 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

CDRH I Food and Drug Administration 

White Oak, Bldg. 66, Rm. 4276 110903 New Hampshire Avenue 

Ph: 301-796-5613 

Silver Spring, MD 20993 

Records processed under FOIA Request 2023-10349; Released by CDRH on 09-19-2024

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



leigh.anderson@fda.hhs.gov<mailto:leigh.anderson@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=l7l2&S=E<https://naml2.safelinks.prot 
ection.outlook.com/?url=https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3 
Dl712%26S%3DE&data=04%7C01%7Ckellis%40imperativecare.com%7C4ld7389c973f4ad8b56608d9779b 
b9f6%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637672333015015148%7CUnknown%7CTWFpbG 
Zsb3d8eyJvifij oiMC4wLjAwMDAiLCJQij oi V2luMz IiLCJBTiI 6IklhaWwiLCJXVCI 6Mn0%3D 9o7Cl 0 0 0 &sdata=c 
DJ9 6Wm7 af cUx0V9a2FEKUSkOz IJoLhzHHsDUcEm0CE2 i w9o 3D&reserved=0> 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO 1'JHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
document to the addressee, you are hereby notified that any review, disclosure, 
dissemination, copying, or other action based on the content of this communication is 
not authorized. If you have received this document in error, please immediately notify 
the sender by e-mail or phone. 

From: Kristin Ellis <kellis@imperativecare.com<mailto:kellis@imperativecare.com>> 

Sent: Tuesday, September 14, 2021 11:48 AM 

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

Cc: Nora Hadding <nhadding@imperativecare.com<mailto:nhadding@imperativecare.com>> 

Subject: [EXTERNAL] K212224 Review Status 

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 Ms. Anderson, 

I hope this email finds you well. I am contacting you with regards to the review status 
of K212224. With the request for additional information hold and the Labor Day 
holiday, I am unsure of the review clock day count. I believe the clock is currently 
at Day 32. Can you please confirm if this is correct or if not, what date is the end of 
the review cycle? 

Additionally, please let me know if there is any further information you require to 
complete the review. 

Kind regards, 

Kristin Ellis 

Regulatory Affairs Manager 

[cid:image001.png@01D7A94D.3CCDDFA0] 

M: +1.408.857.0934 

E: kellis@imperativecare.com<mailto:kellis@imperativecare.com> 

imperativecare.com<http://www.imperativecare.com/> 
Linkedin<https://naml2.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linkedin 
.com%2Fcompany%2Fimperativecare%2F&data=04%7C01%7Ckellis%40imperativecare.com%7C4ld7389 
c973f4ad8b56608d9779bb9f6%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C6376723330150151 
4 8 9a7CUnknown%7CTWFpbGZsb3d8eyJWij oiMC4wLjAwMDAiLCJQij oi V2luMz IiLCJBTiI 6IklhaWwiLCJXVCI 6 
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Mn0 % 3D%7Cl 0 0 0 &sda ta=Y9Tbi5Vmj Z2 3RC1'JbXllqAj XWiaGY5qBvwqqDj OD9hpw% 3D&reserved=0> 
Twitter<https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Ftwitter.com%2 
Fimperative_care&data=04%7C01%7Ckellis%40imperativecare.com%7C4ld7389c973f4ad8b56608d97 
79bb9f6%7Cf9bc67a2b9bd4bcc974aec60ef533fdc%7C0%7C0%7C637672333015015148%7CUnknown%7CTWF 
pbGZsb3d8eyJWijoiMC4wLjAwMDAiLCJQijoiV2luMziiLCJBTiI6IklhaWwiLCJXVCI6Mn0%3D%7Cl000&sdat 
a=17iP23PU%2F9LwaYyBHw4gml5fvYnRetNO%2Bw45kilzi0Y%3D&reserved=0> I 

YouTube<https://www.youtube.com/channel/UCOXtDHTSq28ZgSHkgtwPhyA> 

1359 Dell Avenue, Campbell, CA 95008 

www.imperativecare.com<http://www.imperativecare.com/> 
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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: Division: 

Decision: Accept __ Refuse to Accept __ _ 

If Accept, notify the submitter. 

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 X 

the Special 510(k) submission is submitted by the manufacturer legally 
authorized to market the predicate device. 

No 

□ 

Comments: The predicates are the legally marketed LDP Catheters manufactured by Imperative 
Care. 

2. Performance data are needed to evaluate the change. ff a manufacturer X □ 
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'.,;; assessment, FDA intends to 
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Contains Nonbinding Recommendations 

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

Comments: Performance data are needed to evaluate the change and provided in Section 21 of the 
Special 51 O(k). 

3. There is a well-established method to evaluate the change. Well-established X □ 
methods include those used in the previously cleared 510(k), an F1)A-
recogni:::ed consensus standard or FDA guidance document, qual(fied medical 
device development tools (}JDDTs), are widely available and accepted, or 
found acceptable through a different premarket submission by the same 
manufacturer of the predicate. 

Comments: Well-established methods previously submitted to the FDA were used to evaluate the 
changes. Location of the methods in the prior submissions is provided in the Special 5 lO(k). 

4. The data be reviewed in a summary or risk analysis format. The results X 

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 5JO(k). lf complete test reports are submitted, }1JA 
intends to assess whether the information can be reviewed in a summary format 
before converting to a Traditional 51 O(k). 

Comments: The data is provided in summary format in the Special 51 O(k). 

Is the submission appropriate for review as a Special 510(k)? Answer Yes ff 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. 

X 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. 

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

X 

X 

□ pp. 2-3 

□ ~hroughout 
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A. 

Contains Nonbinding Recommendations 

3. All pages of the submission are numbered. X □ See 

All pages should be numbered in such a manner that information can he comment 

referenced by page number. This may he done either by consecutively 
numbering the entire submission, or numbering the pages within a section 
(e.g., I 2-1, I 2-2 .. .). 

4. Type of 510(k) is identified (i.e., Traditional, Abbreviated, or Special) X □ p. 1 

ff type of5J0(k) is not designated, review as a Traditional 5J0(k). 

Comments: The pages in the main body of this Special 510(k) submission are consecutively numbered. 
Each Appendix is individually paginated. 

• 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 X □ throughout 

(including translations of test reports, literature articles, etc.). 

Comments: All content is written in English. 

2. Submission identifies the following (FDA recommends use of the 
CDRH Premarket Review Submission Cover Sheet form (Fonn 
3514, available at htt12s://www.fda.gov/media/72421/download)): 

a. I Device trade/proprietary name X □ Section ii, 
p.2 
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Contains Nonbinding Recommendations 

b. Device class and panel OR X □ Section iii, 

Classification regulation OR p.3 

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

Comments: Trade Name: TracStar LDP and Zoom 88 LDP, Class II, Neurology Panel, 21 CFR 
870.1250, Product Codes DQY and QJP 

3. Submission contains an Indications for Use Statement with Rx X □ Appendix 
5-1, p. 1 

and/or OTC designated (see also 21 CFR 801.109, and FDA's 
guidance "Alternative to Certain Prescri12tion Devices Labeling 
Requirements," available at htt12s://www.fda.gov/regulatorv-
information/search-fda-guidance-documents/altemative-certain-
12rescri12tion-device-labeling-reguirements.) 

See recommendedfiJrmat 
(https://www.[da.gov/media/86323/download). 

Comments: Submission contains completed FORM FDA 3881 in Appendix 5-1. 

4. Submission contains a 5 lO(k) Summary or 51 0(k) Statement. X □ Appendix 

Refer to 21 CFR 807.92 and 21 CFR 807.93for contents of 510(k) 6-1, 

Summary and Statement, respectively. Adequacy of the content will pp. 1-6 

be assessed during substantive review. 

Comments: A 51 0(k) Summary is provided in Appendix 6-1. 

5. Submission contains a Truthful and Accuracy Statement per 21 X □ Appendix 

CFR 807.87(!). 7-1, p.1 

See recommendediormat (}1tte.s://www.[_da.gov/medical-
devices/-gremarket-notiflcation-51 0k/premarket-noti[ication-
truth[i,1/-and-accurate-statement). 

Comments: A Truthful and Accurate Statement is provided in Appendix 7-1. 

6. Submission is a Class III 510(k) Device. □ X Section 8, 

Select "NIA" only ifsubmission is not a Class III 510(k). p.6 
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Contains Nonbinding Recommendations 

a. Contains Class III Summary and Certification per 21 CFR □ □ X NIA 

807.87(k). 

See recommended content (}1ttf!_s:llwww.[_da.govlmedical-
deviceslpremarket-notiflcation-51 Okle_remarket-notiflcation-
class-iii-certitication-and-summarp_). Select "NIA" only if 
submission is not a Class Ill 5 IO(k). 

Comments: The submission is for a Class II device. 

7. The submission identifies prior submissions for the same device X □ Section ii, 

included in the current submission (e.g., submission numbers for a p.3 

prior not substantially equivalent [NSE] detem1ination, prior Section 4, 

deleted or withdrawn 51 O(k), Q-Submission, IDE, PMA, etc.). p.5 

OR 

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

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 Sheet form (Form 3514, 
available at htte_s:llwww.[_da.gov1medial7242Jldownload). 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(,;;) of the prior submissions). 

a. If there were prior submissions, the submitter has identified □ □ X NIA 

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(s), a copy of the FDA feedback (e.g., letter, 
meeting minutes), and a statement of how or where in the 
submission this prior feedback 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: There are no outstanding issues related to a determination of substantial equivalence from 
prior submissions for this device. Prior submissions are identified in the CDRH Cover Sheet and 
Section 4 of the Special 510(k). 
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Contains Nonbinding Recommendations 

8. The submission utilizes voluntary consensus standard( s) (See X □ Section 

section 514(c) of the FD&C Act). This includes both FDA- 10, 
recognized and non-recognized consensus standards. Select "NIA" pp 6-11 

if the submission does not utilize voluntary consensus standards. 

a. The submission cites FDA-recognized voluntary consensus X □ Section 

standard(s ). 10, 
pp 7-11 

1. The submission includes a Declaration of Conformity X □ Section 

(DOC) as outlined in FDA's guidance "Appropriate 10, 

Use of Voluntary Consensus Standards in Premarket pp 5-11 

Submissions for Medical Devices," available at 
https ://www.fda.gov/regulatory-information/ search-
fda-guidance-documents/apQroQriate-use-voluntary-
consensus-standards-premarket-submissions-medical-
devices . 

OR 
If citing general use of a standard as noted in FDA's 
guidance "Approf)riate 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 X □ Section 

consensus standard(s). 10, 
p. 11 

1. The basis of use is included along with the underlying X □ Section 
information or data that supports how the standard was 10, 

. used. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·- P: __ l_ 1 ·-·-·-·-·-·-· 

(b)(4) 
-·-·-·~-·-·-·-·-·-·-·-·~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

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

Select NIA 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. 
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Contains Nonbinding Recommendations 

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

10. The combination product contains as a constituent part an □ X NIA 
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 "NIA" is selected, part a below is omitted 
from the checklist. 

a. The submission includes appropriate patent statement or □ X NIA 
certification and a statement that the submitter will give 
notice, as applicable. See 503(g)(5)(A)&(C). 

Comments: The device is not a combination product. 

B. Device Description 

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

ff "NIA" is selected, parts a and b below are omittedfrom the 
checklist. 

a. The submission addresses device description □ □ X NIA 
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 information or any alternative 
approach as outlined above. Note that the adequacy of how 
recommendations in a device-specific guidance, etc., have 
been addressed should be assessed during the substantive 
review. 
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Contains Nonbinding Recommendations 

b. The submission includes device description information that □ □ X NIA 

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" ff the 
submission does not include a rationale for any omitted 
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: The TracStar LDP and Zoom 88 LDP are classified under product codes DQY and QJP. There are 
no device specific guidance documents, special controls or regulations associated with these product codes. 

12. Descriptive information is present and consistent within the X □ Section 

submission ( e.g., the device description section is consistent with 13.1, pp. 

the device description in the labeling). 18-20 
Appendix 
16-2, p.l 
Appendix 
16-4, p.1 

Comments: The descriptive information is present and is consistent with the proposed labeling. 

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

a. A description of the principle of operation or mechanism of X □ Section 

action for achieving the intended effect. 13.5, p. 22 

b. A description of proposed conditions of use, such as surgical X □ Section 

technique for implants; anatomical location of use; user 13.5, p. 22 

interface; how the device interacts with other devices; and/or 
how the device interacts with the patient. 
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Contains Nonbinding Recommendations 

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

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

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). 

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(s) to be marketed. 

Comments: Submission contains descriptive information of the device. 

14. A detailed description of all device modification(s) including 
rationale for each modification. 

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

X □ 

X □ 

X □ 

□ Section 
13.9, p. 28 

Appendix 
13-2, pp. 
1-5 
Appendix 
13-3, pp. 
1-5 

Section 
14, pp. 29-
38 

Comments: Submission contains description of device modifications including a rationale for each 
modification. 

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

Select "NIA" if the device is not intended to be marketed with 
accessories and/or as part of a system. If "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. 

X 

X □ 

□ Section 
13.2, p. 20 
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Contains Nonbinding Recommendations 

b. Submission includes a description (as detailed in item X □ □ Section 

13a., 13b., and 13d. above) of each accessory. 13.2, p. 20 

Select "NIA" ff the access01y(ies) has been previously 
cleared, or is exempt, and the proposed indications for use are 
consistent with the cleared indications. 

C. A 51 0(k) number is provided for each accessory that received X □ Section 

a prior 51 0(k) clearance 13.2, p. 20 

AND 

A statement is provided that identifies accessories that have 
not received prior 51 0(k) clearance. 

l ____________ ---------- --------------------------(. b). ( 4) _________________________________________________ I 
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 X □ Section 

Novo number, reclassified PMA number, classification 12, p. 15, 

regulation reference, if exempt ( e.g., 21 CFR 872.3710), or Section 

statement that the predicate is a preamendment device). 13.9, p. 27 

For predicates that are preamendments devices, information is Section 
15, p. 39-
49 
Appendix 
6-1, p. 1 

provided to document preamendments status. 

Information regarding documenting preamendment status is 
available online (https://www.fda.gov/medical-
devices/quality_·-and-com2liance-1nedical-
devices/preamendment-status). 

b. The identified predicate( s) is consistent throughout the X □ Section 

submission (e.g., the predicate(s) identified in the Substantial 12, p. 15, 

Equivalence section is the same as that listed in the 51 0(k) Section 

Summary ( if applicable) and that used in comparative 13.9, p. 27 

performance testing. Section 
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Contains Nonbinding Recommendations 

15, p. 39-
49 
Appendix 
6-1, p. I 

Comments: The predicate devices are the TracStar LDP, Zoom 88 LDP, and Zoom 88-T LDP, 
K203764. 

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 FDA guidance document "The 5 J O(k) Program: 
Evaluating Substantial I·,'quivalence in Premarket Notifications 
U1Q{k,)1," available at https://www.fda.gqy_(r_c:_gulat01y­
infonnation/search-fda-guidance-documents/5 J Ok-program­
evaluating-substantial-equi valence-premarket-noti(icati ons-51 Ok 
for more information on comparing intended use and technological 
characteristics. 

a. Indications for use 

If there are no differences between the subject device and the 
predicate(s) with respect to indications and intended use, this 
should be explicitly stated. 

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

Examples of technological characteristics include, but are not 
limited to design, features, materials, energy source, and 
principle of operation. 

FDA recommends a tabularformatfor 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. 

X □ 

X □ 

11 
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Contains Nonbinding Recommendations 

D. Design Control Activities 

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

a. Identification ofrisk analysis method(s) used to assess the X □ Section 

impact of the modification on the device AND the results of 11.2, pp. 

the analysis. 13-14 
Section 
14.0, pp. 
32-38 

b. Identification of the device change(s). X □ Section 
14.0, pp. 
28-38 

C. Identification of all risks associated with each device change, X □ Section 

including identification of risks that are considered new 14.0, pp. 

because of the change; and 32-38 

d. Risk control measures to mitigate identified risks ( e.g., X □ Section 

labeling, verification). 14.0, pp. 
32-38 

e. Based on the Risk Analysis, an identification of the X □ Section 

verification and/or validation activities required to comply 14.0, pp. 

with 21 CFR 820.30. This identification includes a summary 32-38 

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. 

1. For non-standardized test methods only: X □ □ Section 

• A reference to the protocol used for the existing 14.0, pp . 
device with an identification of any differences 32-38 
( 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. 
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Contains Nonbinding Recommendations 

f. A signed statement by the manufacturer's designated X □ Appendix 

individual(s) responsible for design control activities. Both 11-1.p.1 

items below must be present to answer "Yes." 

l. 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: Submission contains Summary of Design Control, Risk Management, and Declaration of 
Conformity 

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

19. Submission includes proposed package labels and labeling ( e.g., X □ Appendix 

instructions for use, package insert, operator's manual). 16-2, 16-4, 
16-5, 16-6, 
16-7, 16-8, 
16-9, 16-
10 

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

modification(s) are highlighted or prominently identified. 16-1, 16-3, 

}])A recommends clean and redlined copies he provided. 16-11 

Comments: Submission includes clean copies of the IFUs and product labels. Submission includes 
redline copies of IFUs and representative product label. 

Reviewer Sign-Off 

Management Sign-Off 
( digital signature 
optional)* 

*Management review of checklist and concurrence with decision required. 
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Imperative Care LOP Catheters Appendix 11-1 

PRE.MARKET NOTIFICA'HON 
DESIGN CONTROL DECLARATION OF CONFORMITY 

lcertify in my capacity as Manager, Research and Development at Imperative Care Inc.that to 
the best of my knowledge Imperative Care Inc. is in conformance with the design control 
requirements as specified in 21 CFR 820.30 and that all required records are available for 
review. 

I further certify that the verification and validation activities required per the risk assessments for 
ail changes were performed by designated individuals and the results demonstrated that the 
predetermined acceptance criteria were met 
r•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-
; 
; 

I (b)(6) 
; 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Josh Wu, Manager, Research and Development 

Date 

Imperative Care Inc. 
1359 Deli Avenue 
Campbell, CA 95008 

CONFIDENTIAL Page 1 of 1 
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