BEANSTOCK
VENTURES

An FDA-accredited Third Party
review organization

Save over $S200k and
18 months in FDA
preparation

(diy) Regulatory Kit

Required. Affordable. Easy to Use.

Streamline your FDA or EU submission with our
SaMD/SiMD regulatory Kkit.

This do-it-yourself kit includes a full set of design
templates required by the FDA for your
submission or technical file.

Our kit also includes associated processes and
training that provides you with guidance and best
practices to help you complete your design
history file (DHF).

/= LOW COST ACCESS
/= HIGH QUALITY TEMPLATES

A 8885 Rio San Diego Dr., #237
San Diego CA 92108

\. 833.688.BEAN (2326)
9 marketing@beanstockventures.com
@ www.beanstockventures.com

planning uikil

risk
management

e

developm_e_nt
verification
O}

5 A

)

tool

validation i

usability

Successful FDA

/-= CONTINUOUSLY UPDATED
./-=~ ON-DEMAND TRAINING
«/-== MONTHLY SUPPORT
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submissions start 18
months in advance.

Do it yourself with
in-depth training and
expert support!
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Included in our premium

(diy) Regulatory Kit purchase Kits
+oday!

... ... :: :
" Full SaMD/SimD Design Templates ( “'“::;.:;:5’:':; ='
.+ 24ready to use templates - 3.%35:3:.5 .;.stg !§§.§.=
. Complies with FDA guidances and international standards §’3‘.:',§ §‘ 3.3';55 ood® ::f
O]
Designed by medical software experts .: o 3800
8) Fod

"1 Software Online Agile Regulatory ®
(SOAR?®) Training SOAR

2 TRAINING
12-month subscription

SOAR® Fundamentals training for today’s
15, 90-minute on-demand courses medical device software engineer.

20+ hours of training, led by industry experts

"1 Monthly live Q&A sessions

Hourly Q&A sessions with industry experts in software
Consulting available upon request
Full pre-submission audit available upon request
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