COMPLIANCE

INSIGHT, INC

Early Medical Device Development Package

Welcome and congratulations on developing your medical device or idea for a
medical device. Compliance Insight has put together information to assist with
navigation of the FDA website and determining how to move forward with your
new invention. The information and attachments center around FDA regulations
related to medical devices.

Recommended FDA Website Links

1. The link to “How to Study and Market Your Device”,
www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarke
tYourDevice/default.htm.

2. The link to FDA Quality System Regulations, 21 CFR Part 820,
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart
=820.

3. Link to the FDA Pre-Submission Program. This program provides means to
request information/feedback regarding specific questions intended to
guide the product development and/or submission for approval.
www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/G

uidanceDocuments/UCM311176.pdf

What is included in this package?
1. Medical Devices Phases of research and development
Initial medical device pathway
Medical Device Classification — US FDA
Schematic on regulatory approval process
FY 2019 MDUFA Fees
Documents/activities required — Regulatory/Quality Perspective
510(k) Submission Process
Top mistakes for filing a 510(k)
SOP Index for Virtual/Start UP Companies
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For additional questions/concerns please set up an initial consultation by calling
513-860-3512 or email info@compliance-insight.com.
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[ Ideal 510(k) Submission Process
)
e FDA conduct Acceptance Review
e FDA inform to submitted if
application is accepted for
substantive review
P,

e FDA conducts Substantive Review

e Substantive Interaction (Review
clock will not stop)

e Additional Information(Review
clock will stop) Y,

e FDA send final MOUFA
Decision on 510(k).

O©https://www.slideshare.net/AnkitGeete/regulation-of-medical-devices-in-us

**Pprocess takes >6 months due to backlog**




-901n3p-|edipaw-yoeoidde-epy/s|ie1ap-||nj-UoI1BPI|EA-3DIADP-|EIIPA W /UOIIEPI[BA

-901A3p-{BIIPaW /SuoleIURSaId/Wwod azauoeIURsSAId MMM //:d11y @

ssad04d (3])0TS
2y} wodj dwaxa,, si 921naQ

|enoiddy//aoueses)d pmv_LmE B

Adwaxa
10U, SI IA3(Q

SOA

91ed1pasd
01 Jusjeainba
Ajjennueisgns

S|0J1U0) |eJauaD

«| |enouddy ()0TS

A

S]0J31u0) |eldads

|lenouddy VNG

e1eq [ed1ul|D

Il ssep) y

Vd4d SN — uoijedijisse|) adinaqg |edipaN

[l Sse|d

DNI'LHDISNI

ADNVITIcdIWOD

S,

&




C¢TS€-098-€1S
wo2-3y3isul-aduerdwod mmm
9¥¢Sv 01O ‘lreuunu)
0€T 2UNS “1q Aemaaud 301D 6%
au| ‘y8isu| oueldwo)

” (uonnquasiqg ‘Suiseyaing

W ‘leatui) ‘Adolen8ay ‘Aujenp

m ‘Sulanioegnuelp ‘udisaqg

, \mc_umv_gm_\/_\mw_mm:cmEtmgwn_
,

1oday Ajiqeray palepdn 1517 syusuodwo) |elpuassy Aq sue|d |euoioung
S g 3 5101984 UBWINH SAIIBWIWNS Apnis aanrewso N4 ~24n3onJis 914 AJo1siH usisaq
sisAjeuy s109)43 ﬂ (n41) .
SpOIA a4njie4 usisap palepdn 35 404 suolnJIsu| yeaq ue|d 1uswagdeue|A JSiy
e  woday SunsaLdiys  synsay / ue|d Aujignedwodolg  (s)wea] 10afoid paysijqeisd
“JJom1au uonnguisip dojanaqg SuiSexyped jeury . synsay /ueld uonez|uels | Wea] alo) paysi|qelsy
= 0 ‘wesSoud | | p
3ujuiesy uepisAyd dojanag (s)1es [2geT porsjdwo) w Hoday 1 ue|d Aljiqelay xu1e A Ayjigesses)
] - o ] 1 (suoneoydads)
"94N1eJ31| |BIDJBWIWOD JUlld 11oday Apnis [ewiuy , suol1ed4109ds panss|  SluswaJinbay dJuewJo}iad
"S20IA3p mam uodsy Sunsal | (suoneayads)
[eI2J3WIWOI 34njoejNUBIA| | asM 104 suollonsu| 2Judplyuo) ulsauIduy , sjuawaJinbay jeuolloung
|lenosdde/soueseap Aiojendas , ~ wodsy _
” a1eudosdde asedaud | 1oday Ayjiginedwoooig .~ SJoldoe4 UBWNH SAIlBWIOS auldwi] 103foud
uoI1e311SaAU| |edIul]D 91N2aX] Hoday uonez|uals S10949 apouw aJnjie} udisaqg ue|d 1uswdojanaq g udisaqg

uonppibp ubisag uonnatfiian ubisag juawdojanag ubisag induj ubisaq ® buluuo|d

1uswdojanag Pnpo.id

1oday uonajdwo) Aujiqisesd S9OIMY |eudnor
a2dAjo3l044 |eUOIIOUNS W S91pN1s JO uolleluawWwnI0( w
S9|2I1ME [EUINO[ PIMBIARY J33d uollejuawiiadxs xoqpues

A3j1q1snag 3dasuo)

ydieasay

saseyd ad1na( |edlpaN

DNI'LHDISNI

ADNVITIadWOD




CTSE-098-€TS
w02 y3isul-aoueldwod Mmm
9¥ZSY Olyo ‘neuunu)
Q€7 dUNS “4a Aemaaud 321D L6V
au| y3isuj aoueldwo)

W _, ‘paJinbau se ‘suoiediisaaul [ea1uld dn-mojjo4

$$92044 Suii0day 201na( [e2IP3IA 1uawWa|dw|

W adt ,ﬁ 10Npo.id youneq
292U3353]0Sq0 Sa|bs [DI21WLWIO)

Aunnoy jepswwo)

"S9IIN3P uolleplleA
udisag a4nyoejnue|p
sSuies|n oAIDeIDIU|
Va4 uoissiwqns-aad

ue|d uollegiisanu| |eaiul)d

..mmu._>w.v coww‘mm_uwm>:_. | : .;z‘,;;ﬂ.‘\_u‘m:;mo_\w\»wm o e

|BJ1UI[D 94NJDEBINUEB|A] A3e1eu1S Atole|nday

‘(1odau e1ep
uonepije pue uejd uonesisanul
[ED1UI|D SBPN|2UL) UOISSIWgNS
uonndwax3j a21A3(Q |euoiledilsanu| SUOI129|9S JOPUBA

W ~ suoneoynads

Apnis N4| aAeWWNS 3 94N32911Yd4Y 94eM}OS
1loday ssaulpeay |ediuld , suoliedl}oads 3uideyoed
g G aoday. . : e L e
pue ue|d 153 uoilealluaA udisag suonedoads 3uljpqe]

pJo2ay Alo1sIH 921A8Q

yoday i ue|d Apmis jewiuy
P05y JBISEN S9IASQ [ s o Rt vV

sisAjeuy siy waisAs

DNI'LHDISNI

ADNVITIadWOD ~



COMIPLIANCE

INSIGHT, INC

Specific Documents/Activities Required — Regulatory/Quality Perspective

Document

Definition

Quality Manual

High level manual describing the corporations
required responsibilities as defined by the Quality
System Regulation (QSR)

Functional
Specification

Marketing/Sales document describing the
expectations for the product, including markets,
market size, price, sales volume, and growth.
Including the Indications for Use.

Design Specification

Design engineering’s transformation of the
Marketing requirements into engineering
deliverables.

Verification Test Plan
& Report

Quality engineering plan for demonstrating the
Design will meet the design specification.

Validation Test Plan &
Report

Quality engineering plan to provide statistically
significant evidence that the product is safe, meets
expectations, and all regulatory requirements.

Regulatory Plan

Plan for achieving the regulatory approval required
to meet the Indications for Use. This includes
submission pathway, data requirements, clinical
trial requirements (if necessary), will include pre-
Submission activity with FDA and other regulatory
bodies as appropriate.

Clinical Plan

Overview of the clinical trial design to support the
use of the product in the human population.

Clinical Protocol

Detailed clinical investigation trial plan describing
exactly the success and failure of the clinical trial.

clearance/approval
activity

Regulatory Regulatory submission to the FDA.
Submission
Post Implementation of the regulatory requirements as

defined by FDA in the Clearance/Approval letter.

copyright 2018

Compliance Insight, Inc.

497 Circle Freeway Dr., Suite 230

Cincinnati, Ohio 45246
513-860-3512
www.compliance-insight.com




COMIPLIANCE

INSIGHT., INC

2023 MIDUFA User Fees

Class Ill device (PMAs,PDPs, and PMRs)

Application Type Standard | Small Business
Fee Feet
Annual Establishment Registration S6493 s
510(k) $19,870 $4,967
513(g) $5,961 $2,980
PMA, PDP, PMR, BLA S441,547 $110,387
De Novo Classification Request S132,464 $33,116
Panel-track Supplement $353,238 588,309
180-Day Supplement $66,232 $16,558
Real-Time Supplement $30,908 $7,727
BLA Efficacy Supplement $441,547 $110,387
30-Day Notice $7,065 $3,532
Annual Fee for Periodic Reporting on a $15,454 S3,864

t Small Business Fee: For businesses certified by the Center for Devices and Radiological Health

(CDRH) as a small business.

¥ 510(k) Fees: All types of 510(k)s (Traditional, Abbreviated, and Special) are subject to the user
fee. However, there is no user fee for 510(k)s submitted to the FDA on behalf of an FDA-
accredited third-party reviewer.
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SOP Index for Virtual/Startup Companies

SOP NUMBER TITLE

QA-XXX QUAITY ASSURANCE
001 STANDARD OPERATING PROCEDURES (SOPs) FOR SOPs
002 CHANGE CONTROL
003 GOOD DOCUMENTATION PRACTICES
004 PERSONNEL TRAINING
005 HANDLING CUSTOMER COMPLAINTS
006 PRODUCT RECALL, FIELD ALERTS AND MARKET

WITHDRAWAL
007 RECORDS RETENTION
008 INTERNAL AUDITS
009 CONDUCTING INVESTIGATIONS
010 CAPA PROGRAM
011 SERVICING
012 DEVICE MASTER RECORDS AND DEVICE HISTORY
RECORDS REVIEW AND APPROVAL

013 STATISTICAL TECHNIQUES
014 PURCHASING CONTROLS
015 QUALITY AGREEMENTS
016 HOSTING A GMP AUDIT

Compliance Insight, Inc.

497 Circle Freeway Dr., Suite 230
Cincinnati, Ohio 45246
513-860-3512
www.compliance-insight.com
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SOP NUMBER TITLE

017 LABELING AND PACKAGING

018 UNIQUE DEVICE IDENTIFICATION (UDI)

019 MANAGEMENT NOTIFICATION

020 DEVICE SPECIFICATIONS

021 QUALITY ROLES AND RESPONSIBILITIES

022 DESIGN CONROLS

023 RISK ANALYSIS

024 PART 11 COMPLIANCE

025 COMPUTER SECURITY

026 ELECTRONIC RECORDS

027 THIRD PARTY CONTRACTOR OVERSIGHT

VA-XXX VALIDATION

001 PROCESS VALIDATION

002 SOFTWARE VALIDATION

003 CALIBRATION

SD-XXX HANDLING, STORAGE, DISTRIBUTION AND

INSTALLATION

001 PRODUCT DISTRIBUTION RECORDS

002 INVENTORY CONTROL

Compliance Insight, Inc.

497 Circle Freeway Dr., Suite 230
Cincinnati, Ohio 45246
513-860-3512
www.compliance-insight.com
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[ Schematic on regulatory approval process ]

e Concept & Design

e Pre-clinical Engineering
Development

]
|

<——|DE Submission

e Clinical Trials

~ <«— Submission to FDA

e FDA Review

510(k): 3-5 months
PMA: 22-32 months

<+—Patient Access

e Reimbursement Assignment

|
|

©Royal Society of Chemistry
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Top Mistakes for filing a 510(k)

1. Confusing intended use with indicated use

2. Ignoring the device’s regulatory history

3. Not using a checklist

4. Failing to provide adequate Risk Management practices
5. Different intended use or technical characteristics

6. Not demonstrating equivalence to the predicate or comparing the wrong predicate
device

7. Glossing over FDA instructions and guidance
8. Not providing all of the expected testing and results or not starting validation testing
Use the following two guidance as a reference:

o Refuse to Policy Accept for 510(k)s
e eCopy Program for Medical Device Submissions

The 510(k) process requires significant time and resources. If preparing these submissions
seems like an overwhelming hurdle, we can help.

O©https://www.thefdagroup.com/thefdgroup-blog/6-mistakes-to-
avoid-when-submitting-a-510k-to-the-fda




