Regulatory Consultancy
Services

ThetaWave

Background

THETAWAVE Regulatory Consultancy Services
offers a comprehensive suite of regulatory
services to support clients in the
pharmaceutical, medical device, and cosmetics .“

industries. Our team of experts provides
tailored solutions to ensure compliance and
mitigate risks throughout the product lifecycle

Goals

Our goal is to be a trusted partner in navigating the
complex regulatory landscape and ensuring
compliance for its clients across the pharmaceutical,
medical device, and cosmetics industries

Our Comprehensive Services

* Regulatory Toxicology ContaCt us

* Preclinical Toxicology Studies
e Regulatory Approvals/Complianc

_ . email: info@thetawave.co.in,
e Services for Europe Submission

T hnblogy Tianster BD@thetawave.co.in
. Regu|atory Affairs Phone: +91 7738239609

e Pharmacovigilance

We care for your
» Cosmetics Product Safety

e Market Analysis

e Medical Devices



Medical Device

Regulatory Toxicology Regulatory Affairs

« Permitted Daily Exposure (PDE) or Acceptable Daily » CTD dossier preparation/review for all markets Biological Evaluation plan and Biological Evaluation
Intake (ADE) assessments for cleaning validation. * ACTD dossier preparation/review for all markets Report.

+ Occupational Exposure Limit (OEL) and ¢ eCTD publishing & submission for Toxicology risk assessment (TRA)
Occupational Exposure Banding Categorization Europe/GCC/TGA/CANADA etc. CDSCO File Submission (Import Registration,
(OEB) evaluations. * DMF/CEP preparation/review for Manufacturing Licenses Registration,

« Toxicology risk assessments for impurities, Europe/USFDA/TGA/CANADA etc. Test Licenses Authority Application
excipients, cleaning agents, and * -Risk Management plan (RMP) Preparation/review Market Standing Certificate Non-Convicticn

* Non-clinical & Clinical Overview writing
* SDS/MSDS drafting and Authoring.

Certificate submission, Free Sale Certificate.
Periodic safety update report

Risk Management Report

GSPR (General Safety and Performance
Requirements)

SSCP (Summary of Safety and Clinical Performance)

extractables/leachables.
¢ Nitrosamine risk assessments and expert
toxicological statements for impurity specifications. * Preparation of COA

» Genotoxicity/Mutagenicity assessment using in * Preparation and review of pharmaceutical
silico QSAR tools. documents like: - SOPs, Quality Manual, SMF (Site

 ICH M7 impurity assessment. Master File) etc.

+ MDD Report. * Quality documentation (SOPs and relevant TR
documents)
B & Validation (1Q, OQ, PQ) protocol.
Preclinical Toxicology Pharmacovigilance Device Master File, Plant Master File
» Efficacy Studies PMCF (Post-market clinical follow-up)
* R&D Studies ¢ Periodic safety update reports (PSURs) Biological Evaluation Plan
* Non-GLP & GLP Toxicology Studies Preparation/review Biological Evaluation Report
* Genotoxicity/Mutagenicity Studies * Preparation of PSMF (pharmacovigilance system Toxicology risk assessment (TRA)
« Designing of biocompatibility studies as per ISO master file) and SOP related to Pharmacovigilance Clinical Evaluation Report
10993 and ISO 18562 * Preparation of Risk Management Plan (RMP) Gap Assessment by ISO 10993 standards
*) Blalonlcdlevalastion ef fedical Bevices = Eainings anel Auelits Designing of biocompatibility studies as per ISO
¢ Review of documents like, CSR, PBRER, PAUR 10993 and ISO 18562
Regulatory Approvals/Compliance report Biological evaluation of Medical Devices
. EUG'M P/PIC.S/ANVISA/USFDA/COFEPRIS.etc. Market Analysis
e Pre-inspection GAP/QMS/Root Cause Audit Cosmetics
Reg ul atory Services for Europe * Provide market research and consulting in :
Submission pharmaceutical domain majorly focused on Creating INCI
providing the in-depth analysis and research on the Formulation review

* Marketing Authorization Holder (M.A.H) technology evolution, future commercial potential, Evaluation of cosmetic ingredients/products and

* Qualified person (Q.P.) growth drivers, risk and opportunity derivation of margin of safety (MOS).

* Qualified pharmacovigilance person (Q.P.P.V) * Pipeline tracking Assessment of fragrances and flavors.

* Batchreleasingsite * Patent analysis, Grant analysis Qualification of impurities

* Batch testing/control site = Deals tracking (mergers and acquisitions) Cosmetic Product Safety Report (CPSR)

= Clinical trial analysis

Technology Transfer « Capacity analysis

* Productlaunch plan
* Demand and supply analysis
* Market forecast and opportunity analysis

* R&D development
¢ Know how/EU approved Dossier base




