C dC Centre for Probe Development
p and Commercialization

The Centre for Probe Development and Commercialization (CPDC) is a Centre dedicated to fostering the development,
translation, and commercialization of molecular imaging probes and associated technologies. The Centre is seeking a
regulatory affairs associate for a one-year contract to assist with submissions related to both approved and investigational
imaging probes. This is a unique opportunity to participate in a rapidly expanding field.

The Regulatory Affairs Associate will be responsible for activities which include but are not limited to:

* Preparation of submissions and updates to regulatory authorities.

* Organization of regulatory consultation meetings.

*  Preparing and updating Investigator Brochures.

*  Provide regulatory input on clinical and manufacturing documentation.
*  Review of SOPs and other quality documents.

* Maintenance of regulatory files.

* Regulatory project planning.

* Development of internal regulatory procedures.

* Co-ordination of regulatory activities in cross-functional teams.

Candidates should have a University degree in a relevant scientific discipline (e.g. chemistry, biology, pharmacology) as
well as post-graduate qualification in regulatory affairs or regulatory experience in the pharmaceutical industry or
radiopharmaceutical sector.

Applicants must be willing to work in fast-paced teams, functioning in a matrix-based organization. The successful
candidate must have excellent written and oral communication skills and have the ability to grasp diverse scientific
information, in order to prepare regulatory documents. Attention to detail and a high level of professionalism are
characteristics that will be looked for in a successful candidate.

The CPDC is a Canadian Centres of Excellence in Commercialization and Research (CECR) that received support from the
Networks Centres of Excellence program, the Ontario Institute for Cancer Research, GE Healthcare Canada, Cancer Care
Ontario, The McMaster Nuclear Reactor and McMaster University.

The CPDC will work collaboratively with partner institutions to help them advance their molecular imaging probe
development projects. Its core objectives are:
1) To validate, translate and commercialize innovative imaging probes and associated technologies emerging from
academic labs and research centres in Canada,
2) To provide the means to obtain Health Canada approval for molecular probes and to increase the number of
agents entering trials for clinical and drug development studies,
3) To attract investment in probe development to Ontario and to facilitate the creation of new commercial entities.

Please submit a cover letter and resume to:

Dr. Anne Goodbody

Centre for Probe Development and Commercialization
¢/o McMaster University

1280 Main Street West

Burke Science Building, BSB-B231

Hamilton, Ontario, Canada L8S 4K1

email: goodbody@imagingprobes.ca

We thank all applicants for their interest, but only those selected for interview will be contacted.



