National Inst
Allergy and
Infectious Di

Utilizing NIAID’s ClinRegs Website to
Support International Clinical
Research Regulatory Compliance

May 23, 2024

https://clinregs.niaid.nih.gov/

wer NClin Regs
seases Aggregating clinical research regulations from around the globe


https://clinregs.niaid.nih.gov/

Background & Rationale

* Regulatory compliance is challenging for multinational clinical trials.

* Conflicts between country requirements impedes research and slows the approval
of medicines, leading the pharmaceutical industry to devote significant resources

to this area.

* Many NIAID-sponsored projects cannot support industry-level investment and are
vulnerable to noncompliance.

e To address an insufficiency in public access to this information, NIAID developed
ClinRegs—a public access database of clinical research regulations.

Today’s presentation will address: 1) ClinRegs objectives; 2) demonstration of site
design and functionality; 3) how the site is kept current; 4) usage metrics and user
feedback; 5) keeping users engaged



ClinRegs Objectives

To increase awareness and understanding of clinical research regulatory and
ethics requirements for a set of NIAID priority countries

To provide a trustworthy, easy to use, secure, public access resource
To establish broad-based sustained usage, saving users time and resources

To maintain the site efficiently and sustainably



ClinRegs Provides Regulatory and Ethics Information for 23 Countries
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Country Profiles Organized into 7 Topics and 36 Sections

Regulatory Authority Sponsorship Investigational Products

Regulatory Authority Definition of Sponsor Definition of Investigational Product
Scope of Assessment Site/Investigator Selection Manufacturing & Import
Regulatory Fees Insurance & Compensation Quality Requirements
Risk & Quality Management Labeling
Data & Records Management Product Management

Ethics Committee Personal Data Protection

Ethics Committee Fees Informed Consent Definition of Specimen

Documentation Requirements

Oversight of Ethics Committees Specimen Import & Export

Required Elements

Clinical Trial Lifecycle Participant Rights

Consent for Specimen

Submission Process Emergencies

Submission Content Vulnerable Populations

Timeline of Review Children/Minors

Initiation, Agreements & Registration Pregnant Women, Fetuses & Neonates
Safety Reporting Prisoners

Progress Reporting Mentally Impaired




ClinRegs Demo



https://clinregs.niaid.nih.gov/

Keeping ClinRegs Current

* All country profiles updated annually
* Interim updates completed when important requirements issued

e Country News tab updated as soon as we are made aware of new
requirements

* Multi-pronged approach to detecting changes in a country
o Regulatory research conducted by ClinRegs team
o Engagement with in-country subject matter experts
o Weekly automated scanning of external regulatory websites

o Monthly broken link scanning and mitigation



Metrics (May 2023 — April 2024)

. . User Location
Website Traffic . - What is your primary

organizational affiliation?
Category Monthly Average )

Users 6,410 ’\ | 26%
: | w 51%
Sessions 10,278 ._ ff
J 8%
. 9% n =458
Page Views 13,286
: s US Government Academia
' . i Not-for-Profit Other
58% of users are outside the United States Industry
Has ClinRegs saved you time? Did you find the information you need? Would you recommend ClinRegs?
0
10% (-
29%
90% 71% 95%
n =293 n=310 n=320
Yes = No Yes = No Yes = No

Survey responses 5.01.23 to 4.30.24



Keeping Users Engaged

National Institute of .
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* Email Notification Updates (18,460 subscribers) GAEEI I IR B BRI

Communications

The Australia profile in ClinRegs has been reviewed and updated with the following information:

s Revised National Health and Medical Research Council (NHMRC) guidance on ethics

o 31 country profile update notifications in 2023
., . . committee requirgments z;nd reseqrc_h governance responsibilities_of insfﬂtutions (S_ee
O 34 N Ot Ifl Cat ions Of cou nt ry reg u | ato ry C h a nges N 202 3 the Ethics Committee topic, Submission Content, Progress Reporting, Risk & Quality

Management, Documentation Requirements, and Required Elements)

H H e Updated Therapeutic Goods Administration (TGA) payment instructions (See Regulatory
* Social Media Fess)

0O Uti I izi ng N IAI D’S Li N ked I N pa ge » Revised user guide for submitting a clinical trial notification (CTN) form (See Submission

Process, Submission Content, and Progress Reporting)

O We e kly Twitte r/X p OStS + TGA pre-submission resources for clinical trial approval (CTA) scheme applications

(See Scope of Assessment and Submission Process)

* New form for reporting a significant safety issue or urgent safety measure (See Safety

User Feedback Reporting)

i INdia
.
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. The primary scope of informatic 1g the rights, safety, and
m X
4 1 ] 9 8 1 re S p O n S e S fro IVI ay 2 O 2 3 = A p r I | 2 O 24 well-being of all research partic Did you find the information you need? * quirements set forth in the
2019-CTRules, the G-ICMR, th OYes Jancil for Harmonisation's
. . Guideline for Good Clinical Pra ONo i; Pregnant Women,
* Comment button in each topic area »
The 2019-CTRules and the G-I nt review of all ethical
aspects of the research protocc the communities involved by
I - U E e evaluating the possible risks an nfidentiality and privacy
m p rovl n g s e r x p e rl e n ce safeguards. Per the G-Children Vi 1embers with pediatric
expertise. The expert(s) may be d be consulted on an ad-hoc

basis.

* Website design and functionality updates implemented in ot Conot sz 5, D

Role in Clinical Trial Approva
07/31/2025 @
Fe b r‘ u a r a n d M a 2 O 24 As per the 2019-CTRules, the ( the Central Drugs Standard '7' N
y y Control Organization (CDSCO), ana a DUGI-registered EG must approve a clinical ar application prior to the sponsor (also known as ‘\ /: /‘
applicant) initiating the trial, except in the case of non-regulatory academic clinical trials that only require EC approval. (Note: The DCGI /@\
is commonly referred to as the Central Licensing Authority in the Indian regulations.) According to IND-31, the DCGI review and =

N\
( )
approval process may be conducted in parallel with the EC review for each clinical trial site. However, per the 2019-CTRules and the \m/



Sign up for email notifications about
country profile updates (2 ways)

* At the top of every web page

* On every country page along
the right-hand side

Follow NIAID on LinkedlIn
(https://www.linkedin.com/company

/national-institute-of-allergy-and-
infectious-diseases-niaid/)

Follow us on Twitter/X
(@NIAIDClinRegs)

How to Get Notifications

=Zu Contact Us % Feedback Survey) &% Subscribe

E m NIAID
= ClinRegs

ZI .
== United Kingdom

N

2]

News m Research & Sites  Profile Updates  Helpful Links

Clinical trial application language

English

Regulatory authority & ethics committee review may be conducted at the same time  Yes

Clinical trial registration required

In-country sponsor presence/representation required

Age of minors

Specimens export allowed

Yes

Yes

Under 16

Yes

Regulatory Authority (& share

@ comment | | &% Print this section |

Last content review/update: May 16, 2024

Medicines and Healthcare Products Regulatory Agency



https://www.linkedin.com/company/national-institute-of-allergy-and-infectious-diseases-niaid/
https://www.linkedin.com/company/national-institute-of-allergy-and-infectious-diseases-niaid/
https://www.linkedin.com/company/national-institute-of-allergy-and-infectious-diseases-niaid/

How to Give Feedback

&% Contact Us || ®a Feedback Survey & Subscribe
* Email us directly at = m '&ﬂ'ﬁ'aigs o]
niaidclinregssupport@mail.nih.gov o
or click the Contact Us button E

ZI .
== United Kingdom

News m Research & Sites  Profile Updates  Helpful Links

N

Ciinical tral applcation language English
e Provide feedback on regulatory Regulatory authority & ethics committee review may be conducted at the same time  Yes
updates using the Comment button Cirical il regsiration required

at the top of each profile section counysponor presencefepreseriaton rqued

Age of minors Under 16

Specimens export allowed Yes

Regulatory Authority (& snare | ® comment | |& Print this section

Last content review/update: May 16, 2024

Medicines and Healthcare Products Regulatory Agency <


mailto:niaidclinregssupport@mail.nih.gov

Questions & Answers

Please put your questions in the chat

This project has been funded with federal funds from the National Cancer Institute, National Institutes of Health, under Contract No. 75N9101D00024, Task
Order 75N91019F00004 (National Institute of Allergy and Infectious Disease, Division of Clinical Research) through the Frederick National Laboratory / Leidos
Biomedical Research subcontract with General Dynamics Information Technology (52,290,874.92).
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