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YOUR TRUSTED RECULATORY ADVISORS IN AUSTRALIA

THE THERAPEUTIC COODS ADMINISTRATION (TGA) REQUIRES ALL THERAPEUTIC COODS, INCLUDING
PHARMACEUTICALS, NUTRACEUTICALS, AND MEDICAL DEVICES, BE ENTERED IN THE AUSTRALIAN
RECISTER OF THERAPEUTIC COODS (ARTC) BEFORE THEY CAN BE SUPPLIED IN, OR EXPORTED OUT OF
AUSTRALIA. WE UNDERSTAND MEDICAL PRODUCT REGISTRATION WITH THE TCA CAN BE A
CHALLENGING PROCESS. THAT IS WHY OUR TEAM OF EXPERTS AT INVIVA LIFESCIENCES ARE HERE TO
HELP. WE CAN ASSIST YOUR COMPANY WITH REGULATORY SUPPORT, ENSURE YOUR THERAPEUTIC
GCOODS COMPLY WITH ALL TGA REQUIREMENTS, AND ARE READY FOR MARKET COMMERCIALISATION.
OUR COMPANY CAN HELP WITH REGISTRATION OF THERAPEUTIC GCOODS RANGING FROM
PRESCRIPTION, OTC, AND COMPLEMENTARY MEDICINES, TO MEDICAL DEVICES AND BIOLOGICALS.

B

REGISTER YOUR PRODUCT WITH THE TGA PRIOR TO COMMERCIALIZATION

WE PROVIDE ASSISTANCE WITH TCA RECISTRATION, REGULATORY COMPLIANCE, AND
COMMERCIALISATION OF YOUR THERAPEUTIC PRODUCT. THIS INCLUDES ENSURING YOUR
TECHNICAL FILE IS MADE AVAILABLE FOR INSPECTION BY THE TGA, MAINTAINING
CONFIDENTIALITY OF ALL DOCUMENTATION, AND PREPARING A SCIENTIFIC REPORT. A
PROJECT COORDINATOR FROM OUR TEAM WILL BE ASSIGNED TO MANAGE AND COORDINATE
BETWEEN YOU AND THE TGA.

REPRESENT YOUR COMPANY FOR ALL LIAISONS WITH THE TCA

OUR OFFICES ACT AS YOUR PRIMARY POINT OF CONTACT FOR THE TCA AND ADDRESS ALL
TGA REGULATORY COMPLIANCE NEEDS. ADDITIONALLY, WE PROVIDE IN-HOUSE CUSTOMER
CARE AND CAN FIELD ALL AUSTRALIAN AND INTERNATIONAL INQUIRIES RELATED TO YOUR
MEDICAL PRODUCT. OUR TEAM CAN ALSO AID WITH VIGILANCE INCLUDING REPORTING
RECALLS/ADVERSE EVENTS IN COLLABORATION WITH THE TGA, LOCAL DISTRIBUTORS, AND
YOU.

PROVIDE IN-HOUSE REGULATORY AND TECHNICAL EXPERTISE

OUR EXPERIENCED TEAM CAN ASSIST IN PREPARING AND SUBMITTING ALL REQUIRED
TECHNICAL DOCUMENTATION FOR TGA APPROVAL. OUR PROCESS INVOLVES AUDITING
DOCUMENTS FOR ERRORS, UPDATES, AND COMPLIANCE WITH TCA CUIDELINES AND
PREPARING A REPORT ON GAPS FOR NON-COMPLIANT DOCUMENTS. ADDITIONALLY, WE CAN
ADVISE ON COMPLIANCE OF PRODUCT PROMOTIONAL MATERIAL INCLUDINC LABEL CLAIMS,
SCIENTIFIC LITERATURE, AND PACKACING.

BE YOUR AUSTRALIAN CONTACT FOR ALL TCA RELATED QUERIES

WITH OUR OFFICES IN AUSTRALIA, WE PROVIDE AUTHORISATION FOR USE OF OUR OFFICE
ADDRESS FOR ALL COMMERCIALISATION PURPOSES INCLUDINC PRODUCT LABELS,
PACKAGING, AND INSTRUCTIONS FOR USE. WE CAN ALSO ADVISE YOU ON IMPORTING AND
EXPORTING THERAPEUTIC PRODUCTS IN TO AND OUT OF AUSTRALIA.
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OUR 3- YEAR PACKAGE:

AS YOUR SPONSOR, WE WILL MANAGE ALL REQUIRED COMMUNICATIONS FOR TGA REGISTRATION AND
APPROVAL FOR 3 YEARS. THIS INCLUDES ENSURING ALL REQUIRED REGISTRATION DOCUMENTS ARE IN
LINE WITH TCA REQUIREMENTS, COMMUNICATING WITH THE TCA DURING THE REGISTRATION AND
APPROVAL PROCESS, AND HANDLING ALL COMMUNICATIONS RELATED TO THE PRODUCT POST-MARKET.

AFTER YOUR THERAPEUTIC PRODUCT IS INCLUDED IN THE ARTC, WE WILL PROVIDE POST-MARKET
MAINTENANCE FOR 3-YEARS INCLUDING:

TCA COMMUNICATION MANAGEMENT:

o UPDATES ON ALL REQUIRED LEGISLATIVE CHANGES

o TCARECALL NOTICES, PRODUCT CORRECTIONS, AND PRODUCT DEFECT NOTICES

® HAZARD ALERTS AND OTHER SAFETY NOTICES

® BIOVICILANCE: ADVERSE EVENT REPORTING AND TGA FOLLOW-UP

o MANUFACTURING: RECULATORY ACTIONS OVERSEAS, SIGNIFICANT CHANGES TO THE
MANUFACTURING SITE, QUALITY MANAGEMENT SYSTEM, OR PRODUCT GMP COMPLIANCE

THROUGHOUT THE 3- YEARS, WE WILL KEEP YOU INFORMED ON:

®  ADVISORY STATEMENTS THAT AFFECT YOUR THERAPEUTIC COOD

® BEST PRACTICES AS DEFINED BY THE TGA

o COMPLAINTS AND ALERTS RELATED TO YOUR THERAPEUTIC PRODUCT

o COMPLIANCE AND REINFORCEMENT INFORMATION

® RECULATORY CHANGES AND OUTCOMES

® RECULATORY REFORMS INCLUDING CHANGES TO INGREDIENT NAMES AND WARNING LABELS
o UPDATES ON ANY LABELING INCLUDING CHANGES TO INGREDIENT NAMES

o UPDATES ON ANY PACKAGING CHANGES

WITH OUR IN-HOUSE EXPERTISE AND CONSTANT MONITORING OF YOUR
PRODUCT ON THE ARTG, WE CAN ASSURE THAT YOU ARE IN GOOD HANDS.

PLEASE CONTACT US FOR FURTHER INFORMATION.



