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Expediting Your Drug Development
Using a Secure, Cloud-Based Platform



Introducing RegCheck™

¢ A secure, proprietary, cloud-based
platform for driving drug development

+ Audit trailed for all entries and changes

+ Contains regulatory citations Health
Authorities use to assess Sponsor’s
documentation

¢ All types of applications: IND, NDA, BLA,
ANDA
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RegCheck™ — Proven Process

¢ Developed by a team of regulatory and
technical professionals at Hurley
Consulting Associates as a quality tool
to assure compliance with the
regulatory requirements

¢ Used to bring more than 40 products to
the market, over the past 30 years
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Regulations to Check...

¢ 153 Checklists covering Modules 2, 3,4 and 5

¢ Contains over 6,700 questions

¢ Linked to over 14,000 regulatory citations
(21CFR and guidance documents)
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Key Benefits

¢ Immediate access to specific regulatory
requirements

+ ldentifies and prioritizes potential issues that
could prolong or derail FDA review and approval

+ Helps to avoid costly late-stage rework and
potential delays in bringing a product to market

¢ Helps users evaluate deficiencies for products
considered for registration or acquisition

+ Helps maximize the value of products that are to
be divested

¢ Modular design — Use What You Need
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RegCheck™ Module 3 (CMC) Application Structure

C4v-l © Defined for the program
EELCN « Shared for all CTD modules
L * Formulation,
Development
L * Phase |, II, lll, NDA (BLA), ANDA

« Automatic by:
* Formulation
» Development Stage
» Over 2,600 questions
: linked to over 5,500
Questions regulatory
requirements
L

* Critical
* Major
* Minor
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RegCheck™ Module 2, 4, & 5 Application Structure

ot  Defined for the program
rojects
e Shared for all CTD modules
L * Nonclinical and clinical
L
e GLP Status
L

* Critical
DISlVEGICE < Major
* Minor
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* Nonclinical and clinical
* Protocols, Analytical, Reports

« Automatic by:

» Over 4,000 questions
linked to over 8,700
regulatory requirements




How Do You Work in RegCheck™?

+ User enters the study information
+ RegCheck™ assigns the appropriate checklists

+ User answers the questions and for each
deficiency, selects the deficiency type and enters
the deficiency description

¢ RegCheck™ assigns the deficiency category and
the suggested action
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Deficiency Categories

+ Critical deficiencies are those that affect the acceptability

of the document or program to health authorities

+ Maijor deficiencies are errors and problems that are
significant but not sufficiently serious to affect the
acceptability of the document or program

+ Minor deficiencies are errors in text, tables, and figures,
mostly related to editing and formatting that do not affect
the acceptability of the document or program
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Deficiency Summary: CMC Example

ge‘gfﬂegulatory and Technical Review 2.0

Project

Al

Deficiency Summary

Deficiency -
Category >

Checklist 7

Development Phase

AN

Questions =

IR Oral - PHAS!

Hide Non-Critical

Enters

Description

Deficiency Description 3

i on 05/24/2019)

RegCheck™

Suggested Action

Deficiency Type 3

Suggested Action 3

Health
Authority
Agreement

(sl
as

. Date of -
- Agreement .

Major

Major

Major

Major

Major

3.2 P.3 IR Oral w2.2

Manufocturer(s)-Name

Sentence frogments are used in descriptions of results.

3.2.5.3 Choroc Chaorac For ANDAs, are the The charac of all known impurities has not been provided.
v2.2 P d in the ded y tobles?
2.2.53Ch irati Ch irati For ANDAs, are the The ch 1 of all known impurities hos not been provided.
v2.2 of impurities p d in the rec ded

summary tables?
3.2.5.3 Charac Charac For Phase 2 INDs, are there Particle size distribution hos not been provided.
v2.2 data on particle size distribution?
3.2.53 Ch ization  Ct ization-For Phase 3 INDs, are there Particle size distribution has not been provided.
v2.2 particle size distribution data?
3.2.5.3 Charac Charac The characterization of all known impurities has not been provided.
w22
3.2.53Ch izati Ch ization-Impurities The ck ization of all known i has not been provided.
v2.2

Poarly written
Missing informaotion or

clanficotion required

Missing information ar
clarification required

Missing information or
clarification required

Missing infermation or
clarification required

Missing information or
clarification required

Missing infoermation or
clarification required

Mo action required

Obtain missing information or
abtan clarification and amend
documentation

Obtain missing infarmation or
obtain clarification and amend
dacumentation

Obtain missing information or
obtain clarification and amend
documentation

Obtain missing infermation or
obtain clarification and amend
decumentation

Obtain missing information or
obtain clarification and amend
documentation

Obtain missing infermation or
obtain clarification and amend
decumentation
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Deficiency Summary: GLP Study Example

R Regulatory and Technical Review 2.0
cﬁgf SR

A, Smit

Deeficiency Summary

RegCheck™
Suggested Action

Module 4 and §

Medule 3

Project
R ——— ; User
Study

S6789: Repeat Dose 4 weeks *

Hide Non-Critical

Deficiency Summary

Selects
Type

Enters
Description

Deficiency + Checklist 5 Questions = Deficiency Description 2 Deficiency Type & Suggested Action Health + Date of -
Category - Authorit * Agreement ¥
Study: ABC Pharma - To: al Study Reperts-To: Dose and Repeat D 89: Repeat Dose 4 t Complete Ta by Joe Tizzano on 09/17/2014)
Critical Biolegical Sample Doc y table c ining Location of samples is missing. Obtain information from Missing information er clarification required  Obtain missing information or clarification and
Analysis Repart vi.0  information an sample receipt. processing facilities and amend repart. amend repart
and storage
Critical Biclogical Sample Internal Stondard -Lot number Request CRO to fill in the lot number and omend the report.  Missing information or clorification required  Obtain missing information or clarification and
Analysis Report v1.0 amend report
Critical Biological Sample Reference Stondard-Lot number Request CRO to fill in the lot number and amend the report.  Missing information or clarification required  Obtain missing information or clarification and
Analysis Report v1.0 amend report
Critical Biolegical Sample Report Elements-Sample matrix (plasma, Matrix type for study samples analyzed were not pravided  Missing infarmation or clarification required  Obtain missing infarmation or clarification and
Analysis Report v1.0 serum, urine, etc.) amend repoert
Critical Biolagical Sample Report Sample ing date and Req i ion on the i b dates Missing information or clarification required  Obtain missing information or clarification and
Analysis Report v1.0  condition from CRO. amend report
Critical Biological Sample Stondard [Calibration) Curve-Integration The type of integration mode used was unclear and needs Missing information or clarification required  Obtain missing information or clarification and
Analysis Repart v1.0 mode (peak area, peak height) ta he provided amend repart
Critical Biolegical Sample Reference Standard-C of A or internally Regq) CofA be d and repl d in report. Page(s) illegible Replace the illegible pages
Analysis Report v1.0 generated evidence of purity
Minor Biological Sample Documentation-Reasons for missing Details of the reosons for missing samples were not clearly  Poorly written Mo action
Analysis Report v1.0  samples deseribed
Minor Biclogical Sample Documentation-Specific detailed written Header and sub-header should be used for format Format issues Mo action
Analysis Report wv1.0  description of bioanalysis method is
available
Minor Biclogical Sample Report Elements-Sample receiving date and  Sample receiving date was incorrect compared to original Data incensistencies or errors that do not Mo action
Analysis Report v1.0 condition records affect the interpretation
Minor Biological Sample Standard (Calibration) Curve-Type of The weighting used was not optimized Dala inconsistencies or errors that do not Mo action
Analysis Report v1.0  weighting used affect the interpretation

o Example of a Deficiency Summary for a Toxicology Repeat-Dose study.
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Health Authority Agreements
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Health Autharity Agreements Su..

Module 4 and Me

Project Study

Al A :

Date

Health Authority

Health
Authority

Hide Non-Critical
Al e

Health Authority Agreements Summary

User Enters

Agreement

Agreement
Description

ae

Health + Date of

Deficiency «  Checklist 7 Questions 2 Deficiency Type 2 Suggested Action Deficiency Description 2
Category = Authority = Agreement

« Agreement Description 2

Study: ABC Pharma - Hurley Development 001 - Clinical Study Reports-Clinical Repert with PK data (Inactive)-05: Clinical Pharmacokinetic Study 05 (Review Stage: Assessment - First) (Last Complete Task: 1st Review by Charles Garlisi en 07/10/2019)

Q\ Minor

4.2, 5.3 Biolagical Sample Analysis eCTD Format issues Caorrect format CTD format for section 2.5.6 not followed. FDA 09 Jul 2019

Report v2.0

Report Elements-Number of
samples received

Study: ABC Pharma - Hurley Development 001 - Clinical Study Reports-Clinical Report with PK data (Inactive)-05:

Study: ABC Pharma - Hurley Development 001 - Clinical Study Reports-Clinical Report without PEK data (Inactive)-04: Pivotal Study 04 (Review Stage: Assessment -

Q\ Critical

16 Oct 2018

Blind read for imaging scan by a central FDA
independent lab was not specified here.

5.3.4, 5.3.5 Clinical Report Witk T Blindi
PK v2.0

Obtain missing information
or clarification and amend

Missing information or
clarification required

report However an FDA agreement specifies the
following: *For the procedure used in this
study. blinding imaging scans is not
crucial”.

Q\ Critical 422,423 Study Design-Sample collection Study does not conform Seek health authority Sample collection method unique to study FDA 09 Jan 2019
Pharmacokinetic/Toxicokinetic method to current guidelines. concurrence that study is with no previous example of use. FDA
Report v2.0 acceptable agreed this was an oppropriate collection

system.

q\ Major 53 col Report With PK v2.0 Pharmacokinetics, efficacy and ng information or Obtain missing information Urine clearance dato are not provided. FDA 30 Nov 2018
safety variables-Ph kineti larification required or clarification and amend k an FDA ag pecifies the
Measurements assessed report following: "Urine clearance data are not
crittical for thiz analysiz™

THe FDA agreed that thizs was not an issue.

ical Pharmacokinetic Study 05 (Review Stage: Assessment - First) (Last Complete Task: 15t Review by Fiorenza Falcioni on 03/12/2019)

Urine clearance data are not provided. However, an
FDA ag pecifies the foll “Urine
clearance data are not crittical for this analysis™

t) (Last Complete Task: 1st Review by Charles Garlisi on 03/18/2019)

Blind read for imaging scan by o central
independent lab was not specified here. However an
FDA ag specifies the ing: "For the
procedure used in this study, blinding imaging

scans is not crucial™

Study: ABC Pharma - Hurley Development 001 - Nonclinical Study Reports-Pharmacokinetic/ Toxicokinetic-Pharmacokinetic/ Toxicokinetic-03: Pharmacokinetics Study 03 (Review Stage: Assessment - First) (Last Complete Task: 1st Review by Charles Garlisi on 03/13/2019)

Sample collection method unique to study with no
previous example of use. FDA agreed this was an
apprepriate collection system.
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Sponsor Options

¢ License RegCheck™

¢ Hurley Consulting performs
RegCheck™ review and provides the
reports to the sponsor
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Demonstration

Please contact

info@myregcheck.com
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