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Name:		 Mazal
Surname:		 Shaul
I.D. number:		 24480196
Address:		 39 Shprintzak., Azor  P.O. 10795 Israel 
Telephone:		 Res.   -  972-3-5596068
	 	 Work -  972-54-8085691
Email address:     dr.mazalshaul@gmail.com
      Date of birth:	 20.07.1969
Place of birth:	 Israel
Marital status: married + 3



Summary:
I am an Organic Chemist expert in Long Step Organic Chemistry with above 20 years of experience in managing organic chemistry development projects and more than 10 years' experience in managing projects at CMO companies in key positions in Management of Research and Development projects in major companies such as such as the Ministry of Science in Israel, Sigma Aldrich, Hadassah En Kareem Hospital, Bioline (a biotech drug development company) and TEVA at senior executive levels. 

My expertise are in the areas of: 1. Generic,  New Chemical Entity and New Drug Discovery 2. allocating and pre-auditing CMO companies that offer Custom Synthesis/manufacturing Services 3.GMP audits, supervising and managing the project at the CMO companies starting from R&D stage to non-GMP and GMP pilot production of both NCE (New Chemical Entity) for Phase I and Phase II clinical studies according to ISO and cGMP standards 4.writing development reports and the CMC Drug Substance section (section 7) in Pre-IND and IND submissions to FDA - EMEA. 

For the last few years I am the Executive Director of WePower –a non-partisan NGO and served in public positions I have decided I want to go back into the Biotech world and looking for new challenges in this industry  








Education:
1995 - 1999: Ph.D.       Supramolecular Chemistry, Tel-Aviv University –  
                                      Self-Assembly of New Helical Supramolecular               
                                      Systems.
1992 - 1995: M.Sc.       Bioorganic Chemistry, Tel-Aviv University - Synthesis     
                                       of Peptides Surrogates Containing Residues of  - 
                                      Aminophosphonic acid.
1988 - 1991: B.Sc.        Medicinal Chemistry, Bar-Ilan University.



Work Experience
(2017- Todate) WePower. Executive Director
· Management of the association's staff and resource development 
(2013-2017)  Independent. Advisor for the Development of Personal and    
                          Community Leadership
· Lecturer and facilitator of leadership workshops 
  (2011-2013) 	TEVA
TAPI Contract Developments Teva Generics System (TGS)
· Management of Key Raw Materials (KRM) process development and manufacturing in up to 40 projects in parallel.  Supervision on the CMC activities in numerous CRO&CMO companies mainly in India and China.
· Small to medium scale nonGMP production of KRM for usage in generic API production 
· Development and Scale-up activities
· Technical  transfer
· Setting up of parameters & specifications for in-process control, product release  
· Production of GMP batches of KRM
· Writing of Development Reports
· Scientific and regulatory support to KRM production. Expertise in the RA/QA/QC requirements according to ISO and cGMP quality standards. 
· Mapping and Evaluation of CMO companies

 (2005- 2011) 	Bioline 
Last  position: 
Head of  Chemistry Affairs
Former position:
Chemical Manufacturing Control Manager
Initial position:
Associate Director to Chemical Manufacturing Control
· Management of Drug Substance process development and manufacturing in up to twelve projects in parallel.  Supervision on the CMC activities in numerous CRO&CMO companies in Israel and over the world.
· Small to medium scale nonGMP production for pre-clinical studies
· Scale-up activities
· Technical  transfer 
· Setting up of parameters & specifications for in-process control, product release  and stability studies
· Production of GMP batches for phase I and II clinical studies 
· [bookmark: OLE_LINK1]Writing of Development Reports
· Writing of the section of the CMC Drug Substance (section 7) for the Pre-IND and IND submissions to FDA - EMEA.
· Scientific and regulatory support to Drug Substance production. Expertise in the RA/QA/QC requirements according to ISO and cGMP quality standards. 
· Management of CMC development and production stages of a sterile drug product for injection use. This product was commercialized to an USA Company.
· Managing the GMP manufacturing of Drug Substance used in phase I and II clinical studies for schizophrenia treatment.
	
	

	1/2003- 1/2005
	Hadassah Ein Kerem, Cyclotron Unit- Nuclear Medicinal Department. Senior Chemist. 
· Research and Development of radio-labeled Compounds targeted for  Positron Emission Tomography (PET) usage
· management of 4-5 employees and students
· R & D radio- labeling synthesis using 124I, 18F, 11C and 99Tc
· Quality Control of radioactive compounds pharmaceutical approved by the MOH for human PET usage


	1/2001-10/2002
	Sigma-aldrich Israel. Chemist and Vice manager in Organic Chemistry Production Dept. 
· Managing the laboratory of 11 employees
· Synthesis of catalogue raw materials
· SOPs writing
· Safety supervisor including safety committees’ management and safety SOP's writing
· Supervision department Inventory via production planning program.


	8999-12/2000
	Ministry of Science, Culture and Sports. Position of a scientific assistant in the Division of Materials, Chemical Technologies and Energy. 
· Writing scientific reports for strategically researches and "Eshkol" scholarships.
· Evaluating of the progress in the approved Eshkol projects
· Representation of the Ministry of Science, Culture and Sports in different scientific occasions including cooperation's with delegations from the BMBF and the Ministry of Science.
· Representations of the Ministry in Task Force on Innovation and SMEs by the European commission.

	1993- 1999
	Tel Aviv University 
Position of an instructor in basic and advanced organic laboratories (B.Sc. Students) and an instructor in Organic laboratory for biologists.






Expertise Areas
Project management 
Management of coworkers
R&D 
Organic chemistry 
CMC of APIs and Drug Products (DPs) process development and production scale up  
CMC Batch Manufacturing Records (Batch Manufacturing Record - BMP, Batch Operation Protocol - BOP, Batch Manufacturing Procedure/Protocols - BMP)
CMC APIs and Drug Products (DPs) analytical methods qualification and validation 
CMC APIs and Drug Products (DPs) specifications setting up (final products) and In Process Control specifications (IPC)
CMC of APIs and Drug products (DPs) processes technology transfer to CMOs 
Perform Quality Control visits and audits at CMOs sites 
Writing analytical methods qualification and validation protocols and reports
Writing Standard Operation Procedure - SOPs
Writing APIs and Drug products (DPs) stability studies protocols and reports
Writing the CMC section (section 7) of the Pre-INDs, INDs, NDAs
Writing APIs and Drug products (DPs) process development reports 
CMC and GMP regulations In-site trainings and audits  
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List of Publications
A. Articles:

1. Mazi Shaul and Yoram Cohen, New Trinuclear Double-Stranded Helicates as Test Cases for the Role of Self-Recognition in Self-Assembly Processes, J. Org. Chem.64,9358 ,1999 .
2. E. Mishani, G. Abourbeh, Y. Rozen, O. Jacobson, D. Laky, I. Ben David, A. Levitzki, M. Shaul. Novel Carbon-11 Labeled 4-Dimethylamino-but-2-enoic acid [4-(phenylamino)-quinazoline-6-yl]-amides: Potential PET Bioprobes for Molecular  Imaging of EGFR-positive Tumors. J. of Nucl. Med. and Biol,. 31 (4), 469-476, 2004.
3. M. Shaul, G. Abourbeh, O. Jacobson, Y. Rozen, D. Laky, A. Levitzki and E. Mishani. Novel Iodine-124 Labeled EGFR Inhibitors as Potential PET Agents for Molecular Imaging in Cancer. Bioorg. Med. Chem., 12, 3421-3429, 2004. 
4. E. Mishani, G. Abourbeh, O. Jacobson, S. Dissoki, R. B. Daniel , Y. Rozen, M. Shaul, A. Levitzki. High Affinity Epidermal Growth Factor Receptor (EGFR) Irreversible Inhibitors with Diminished Chemical Reactivities as Positron Emission Tomography (PET)-Imaging Agent Candidates of EGFR Over expressing Tumors. J. of Med. Chem., 48, 5337-5348, 2005.  
5. Jonathan Leor, Shmuel Tuvia, Victor Guetta, Ferenc Manczur, David Castel, UdiWillenz, Örs Petneházy, Natali Landa, Micha S. Feinberg, Eli Konen, Orly Goitein, Orna Tsur-Gang, Mazal Shaul, Lea Klapper, and Smadar Cohen. Intracoronary Injection of In Situ Forming Alginate Hydrogel Reverses LeftVentricular Remodeling After Myocardial Infarction in Swine. J. Am. Coll. Cardiol., 54, 1014-1023, 2009

B. Conference proceedings:
· Mazi Shaul, Moshe Greenwald, Dana Wessely and Yoram Cohen, 
  New Supramolecular Helicates: Investigation of Self-Recognition in     
Self-Assembly, The 63rd Meeting of the Israel Chemical Society.
· Mazi Shaul, Moshe Greenwald and Yoram Cohen, The Role of Self-Recognition in Self-Assembly of Copper (I) Helicates. The Bi-National Israel-Japan Symposium on Design of Functional Supramolecular Materials and Their Applications.
· Mazi Shaul and Yoram Cohen, Self-Recognition in Helicates Self-Assembly. The   
     23th International Symposium on Macrocyclic Chemistry.
· The International Congress on Advanced Materials and Processes, EuroMat 99’,       
     27-30.9.1999.
· Task Force on Innovation and SMEs, European Commission, 20-22.9.2000.

C. Professional Courses
· Polymorphism and crystallization in the pharmaceutical industry, March 2005, Forum Biolog, Israel.
· The drug development process – from discovery to commercialization, November 2005, the center of professional Innovation and education, July 2005, Cfpie, PA- USA.
· Regulatory Requirements for Drug Approval (USA, EU, Israel), April 2006, Bio-medical research Design Ltd, Israel.
· Project management Course, May 2006, Pilat Management consulting, Israel.
· Preparing the FDA Submissions (INDs, NDAs, BLAs, ANDAs, Post-approval Supplements) and Communicating with the FDA, July 2006, Cfpie, Irvine, CA-USA
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