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Summary
Having an overall of 7 years experience in clinical research as follows :

Working as a Site management lead at QuintilesIMS for more than 2 years having multinational experience in  leading real world late phase studies in EMEA region , leading a team located remotely in more than 10 European countries (Spain , UK ,Germany ,France, ,Belgium ,Greece, Italy ,Netherlands , Russia , Ukraine , Turkey)  as well as Australia  , Responsible for the oversight of the overall project life cycle starting from Feasibility and start up until  close out .having experience in electronic data capturing registries , accessing, analyzing and evaluating patients data as well as Pharmacovigilance and  safety reporting have monitoring experience for more than 5 years started in one of the big multinational pharmaceutical companies on different trials , joined Quintiles in Nov 2010 . In addition ,I had the chance to perform all the CRA’s related duties starting from site selection, study related docs translation and back translation, finalizing the financial agreements with the investigators, ICF adaptations as per local regulations in the middle East countries ,submission to Ethics Committees and Regulatory Authority, site initiation, site monitoring and site close out. In 2010 I started in the PCC unit as an in house CRA for late phase studies in the Managing more than 40 sites among the Middle East region , then I was assigned as an unblinded CRA for Clinical operations project In addition to that, I have almost one year experience working as a regional filing champion handling over 14 countries at CEE. My key responsibilities were as follows:
• Liaise and work in conjunction with CRAs/CTAs for completing a file review for sites.
• performing QC of study files before the periodic transfer to the sponsor.
• Assess the files for appropriateness and completeness.
• Review of QC Logs.
• Ensure eMIT( electronic master inventory tracker) is completed prior to each monthly shipment to sponsor.
• Overseeing study Site File Reconciliation on SharePoint.
Then starting Nov.2012 I joined Real world late phase unit as a local PM for one of the projects in the middle east covering almost 10 countries in the Middle east region  , my Key responsibilities were as follows:
• Arranging country kick off meetings and monthly sponsor calls as well as updates  ,
• Assigning CRA to cover monitoring activities in the region , by managing the country resources to effectively solve issues and to remain cost effective as well.
• Ensure that assigned CRAs are well trained on project specific trainings and sponsor SOPs prior conducting any study Task.
• Reviewing CRA reports for country specific regulations prior to PM approval.
• ICFs adaptation as per the local regulations , EC submissions , site initiation , site monitoring and site close out across the MENA region
Starting from Jul.2014 , was assigned as CRS for RWLP site and patients services  projects for four major countries in Europe , my key responsibilities are as follows:
• update sponsor with study status on weekly basis , attending bi weekly sponsor calls.
• Training of the assigned CRAs
• Liaise with the assigned CRAs to achieve the required monitoring tasks as aligned with the monitoring plan
• Reviewing and approving CRA monitoring visits reports.
• Supporting CRAs to manage site queries and needs.

During my Years of Experience has gained significant experience at the below therapeutic areas but not limited to ; diabetes/Endocrinology/Metabolism, ADHD , Erectile dysfunction , Multiple Sclerosis , Ophthalmology , cardiovascular diseases ,Oncology, Ophthalmology and Infectious diseases.
Formal Educational History
	Last Date Attended
	Institution Name, Country
	Education Level/Degree
	Area of Study
	Completion Status

	06/2003
	Faculty of pharmacy-Alex. university, Egypt
	B.sc./Very good with honor
	Pharmacy
	Completed


Employment History
Quintiles Employment History
	Date of Employment:
	04/2014 - Present

	Job Title:
	Site management lead at QuintilesIMS

	Business Title:
	SML

	Key Responsibilities:
	•Oversee the delivery of Site Management project tasks, providing advice and guidance to achieve high performance and quality project deliverables.
• Ensure overall project efficiency and adherence to project timelines and financial goals; report metrics and out of scope activities.
• Develop, implement and maintain the Site Recruitment, SPS Operations and SPS Risk Management Plans within the agreed project strategy.
• Collaborate with other functional groups within the company such as data management, quality assurance and biostatistics where necessary to support milestone achievement and to manage study issues and obstacles.
• Manage and follow study activities through ongoing tracking and review of study progress. Provide input and report progress to appropriate SPS management and project management leaders.
• Act as the first line of escalation for site management questions and issues on assigned projects.
• Lead preparation for in-house audits and in creation of Corrective Action Plans (CAPAs).
• Develop and deliver presentations/training to clients, colleagues and professional bodies, as required.
• Participate in business development activities such as proposal development and bid defences.
• May conduct co-monitoring and/or assessment visits as needed to ensure the study is being conducted in accordance with the protocol, SOPs, GCP and applicable regulatory requirements.
•For selected studies, acts as Site Management Lead, by coordinating resources, trainings and CRA activities among a team of remote CRA resources
• Collaborates with the Site Management Team to provide centralized site support, communication and coordination, to assure accurate and timely completion of all contracted activities
• Tracks all Ethic Approvals and all CRA activities
• Mentors less experienced Site Management Leads


	Date of Employment:
	11/2012 - 04/2014

	Job Title:
	Sr.Clinical Research Associate at QuintilesIMS for RWLPR projects in the Middle East

	Key Responsibilities:
	Participate in study development and start-up process including the creation and review of clinical and project-related documents
• Conduct initial and ongoing site, sponsor, and project staff training as necessary
• Monitor study progress to assure compliance with protocol-requirements, regulations
• (if applicable) and Good Clinical Practice by conducting site visits as directed
• Monitor and track patient enrollment and ensure the timely accurate and complete collection and submission of study data
• Track and maintain various documents, payments, and project related supplies
• Assist the Sponsor in problem solving and provide consultation on study related activities
• Serve as a clinical resource for sites, Project Managers, Clinical Data Managers, contract Clinical Research Associates/Monitors, Site Management Associates (SMAs) and other Outcome staff for project-related inquiries and issues


	Date of Employment:
	07/2014 - 04/2015

	Job Title:
	Associate CRS at QuintilesIMS.

	Business Title:
	Associate CRS

	Key Responsibilities:
	•Participates in recruiting and contracting of CRA´s
• For selected studies, participates in the site/investigator selection system/process
• Coordinates sites including start-up activities, covering all countries for the selected study
• Tracks all Ethic Approvals and all CRA activities
• Reviews protocol and assists with case report form design
• Develops study monitoring plans for assigned studies
• Documents site-specific monitoring visit plans and reports
• For selected studies, participates in completion of study related documents, including informed consent form, template source documents, training manuals, regulatory binder and other resource materials
• Assists with IRB/ethic committee submission process (both central and local submissions)
• Assists in investigator and study staff training, including global CRA contractors when needed
• Tracks and reports study site progress
• Mentors less experienced Clinical Research Associates
• Attends and participates in investigator and study coordinator meetings
• Collaborates with the Site Management Team to provide centralized site support, communication and coordination, to assure accurate and timely completion of all contracted activities
• Establishes and maintains communication with clinical sites, in-house and regional clinical research associates
• For selected studies, acts as CRS, by coordinating resources, trainings and CRA activities among a team of remote CRA resources


	Date of Employment:
	12/2012 - 07/2014

	Business Title:
	Local PM for Real World Late phase study at QuintilesIMS.

	Key Responsibilities:
	Oversee the work of assigned CRAs, providing advice and guidance to help achieve quality deliverables on site.
 Ensure that clinical monitoring tasks are conducted in accordance with protocol, process, quality standards and expectations, per Contract.
 May conduct site monitoring visits for a variety of protocols, sites and therapeutic areas.
 Provide input, updates to the Clinical Project Manager regarding the monitoring status and CRA team progress and deliverables.
 Act as subject matter expert for operational conduct of the assigned protocol(s) at site
 Ensure that new project CRAs are brought on board and receive relevant study information.
 Provide input to line managers on their project team members’ performance relative to study tasks.
 Conduct co-monitoring visits to manage data backlog, site compliance and quality issues, may be beyond home geography.
 May act as site visit report reviewer.
 May take on special project assignments related to function/corporate initiatives.


	Date of Employment:
	10/2011 - 11/2012

	Job Title:
	Unblinded Clinical Research Associate at Quintiles IMS 

	Key Responsibilities:
	Perform site selection, initiation, monitoring and close-out visits in accordance with contracted scope of work and good
clinical practice.
• Provide monitoring visits and site management for a variety of protocols, sites and therapeutic areas.
• Administer protocol and related study training to assigned sites and establish regular lines of communication with sites to
manage ongoing project expectations and issues.
• Evaluate the quality and integrity of study site practices related to the proper conduct of the protocol and adherence to
applicable regulations. Escalate quality issues to Clinical Team Lead (CTL) and/or line manager.
• Manage the progress of assigned studies by tracking regulatory submissions and approvals, recruitment and enrollment,
case report form (CRF) completion and submission, and data query generation and resolution.
• Create and maintain appropriate documentation regarding site management, monitoring visit findings and action plans by
submitting regular visit reports and other required study documentation.
• May provide assistance to more less experienced clinical staff.


	Date of Employment:
	11/2010 - 11/2012

	Job Title:
	In house clinical Research Associate at QuintilesIMS.

	Key Responsibilities:
	• Collect, track and review study site critical documents used to monitor interest for enrollment of investigative sites.
• Ensure compliance with protocol guidelines and requirements of regulatory agencies, including the provisions of the Anti-
Kickback Statute (USA) and the False Claims Act (USA).
• Thoroughly document and track all communication (email, voice, fax, call reports) with all study site personnel and any
client interaction in accordance with study plans.
• May assist in the development of site specific recruitment, retention and follow up plans / processes in line with the
project strategy provided by Project Coordination Centre (PCC) Lead. Ensure the site is recording data from patient
charts, medical records, interviews, questionnaires, diagnostic tests and other sources in accordance with study plans.
• Follow established guidelines in the collection and tracking of clinical data and resolution of data queries in accordance
with study plans and client preferences. Evaluate and assure quality of data collected; ensure that all data and study
documents are handled consistently with the demands of regulatory agencies with respect to data protection.
• Identify problems and/or inconsistencies; monitor site and subject progress, including documentation and reporting of
adverse events; recommend corrective action as appropriate; escalate to PCC Lead or line manager as appropriate
• Respond to questions on study procedures/protocol via the study hotline.
• Liaise and work in conjunction with CRAs monitoring on-site as needed. Perform on-site co-monitoring and remote
monitoring activities as needed.
• Provide guidance to PCC Clinical Assistant staff as needed.


Non-Quintiles Employment History
	Date of Employment:
	05/2009 - 10/2010

	Name of Employer:
	Novo Nordisk-Egypt

	Job Title:
	CRA

	Key Responsibilities:
	• Perform site selection, initiation, monitoring and close-out visits in accordance with contracted scope of work and good
clinical practice.
• Provide monitoring visits and site management for a variety of protocols, sites and therapeutic areas.
• Administer protocol and related study training to assigned sites and establish regular lines of communication with sites to
manage ongoing project expectations and issues.
• Evaluate the quality and integrity of study site practices related to the proper conduct of the protocol and adherence to
applicable regulations.
• Manage the progress of assigned studies by tracking regulatory submissions and approvals, recruitment and enrollment,
case report form (CRF) completion and submission, and data query generation and resolution.
• Create and maintain appropriate documentation regarding site management, monitoring visit findings and action plans by
submitting regular visit reports and other required study documentation.


	Date of Employment:
	02/2004 - 07/2006

	Name of Employer:
	Eli-Lilly Egypt

	Job Title:
	Medical Rep.

	Key Responsibilities:
	Territorial sales management by acheiving sales versus target.


	Date of Employment:
	05/2008 - 04/2009

	Name of Employer:
	Novo Nordisk-Egypt

	Job Title:
	Senior Medical Rep.

	Key Responsibilities:
	Sales and marketing activities for the modern insulin portfolio.


Clinical Trial Experience
Quintiles Clinical Trial Experience
	Study Phase:
	Phase 4

	Indication:
	ADHD

	Special Population:
	Minors

	Drug Class:
	Other

	# of Countries:
	3

	# of Sites:
	15

	# of Patients:
	217

	Role:
	I Clinical Research Associate

	Key Responsibilities:
	Remote site monitoring , Identifying Quality issues , Issues escalation internally and externally , Query resolution and remote close out visits


	Study Phase:
	Phase 4

	Indication:
	Male Erectile Disorder

	Drug Class:
	PDE5 Inhibitors

	# of Countries:
	3

	# of Sites:
	33

	# of Patients:
	505

	Role:
	I Clinical Research Associate

	Key Responsibilities:
	Remote site monitoring, identifying Quality issues, Issues escalation internally and externally , Queries back log resolution


	Study Phase:
	Phase 3

	Indication:
	Infectious Disease

	Drug Class:
	Other

	# of Countries:
	2

	# of Sites:
	7

	# of Patients:
	30

	Role:
	Clinical Research Associate

	Key Responsibilities:
	Unblinded CRA for sites in Egypt and Lebanon.Responsible for all IP related tasks.


	Study Phase:
	Phase 4

	Indication:
	Multiple Sclerosis

	Drug Class:
	Other

	# of Countries:
	10

	# of Sites:
	30

	Role:
	Clinical Research Associate

	Key Responsibilities:
	Working as a CRA for all sites in the Middle East area.


	Study Phase:
	Phase 4

	Indication:
	Multiple Sclerosis

	Drug Class:
	Other

	# of Countries:
	1

	# of Sites:
	1

	# of Patients:
	4

	Role:
	Clinical Research Associate

	Key Responsibilities:
	Working as a CRA for all middle east sites


	Study Phase:
	Phase 4

	Indication:
	Cardiovascular Disease

	Drug Class:
	Drug / Device Combination Products

	# of Countries:
	4

	# of Sites:
	8

	# of Patients:
	240

	Role:
	Clinical Research Associate

	Key Responsibilities:
	Working as a CRA for all sites in the middle east area.


	Study Phase:
	Phase 4

	Indication:
	Macular Degeneration

	Drug Class:
	Opthalmic Preparations

	# of Countries:
	1

	# of Sites:
	5

	# of Patients:
	100

	Role:
	Clinical Research Associate

	Key Responsibilities:
	Working as a CRA for all sites in the middle east area.


	Study Phase:
	Phase 4

	Indication:
	Macular Degeneration

	Drug Class:
	Opthalmic Preparations

	# of Countries:
	1

	# of Sites:
	1

	# of Patients:
	13

	Role:
	CRA

	Key Responsibilities:
	Working as a CRA for all sites in the middle east area.


	Study Phase:
	Phase 4

	Indication:
	Macular Degeneration

	Drug Class:
	Opthalmic Preparations

	# of Countries:
	1

	# of Sites:
	1

	# of Patients:
	13

	Role:
	CRA

	Key Responsibilities:
	Working as a CRA for all sites in the middle east area.


	Study Phase:
	Phase 4

	Indication:
	Multiple Sclerosis

	Drug Class:
	Other

	# of Countries:
	10

	# of Sites:
	30

	# of Patients:
	30

	Role:
	Manager, Project Services

	Key Responsibilities:
	Working as local PM for all sites in the middle East Area.


	Study Phase:
	Phase 4

	Indication:
	Uveitis

	Drug Class:
	Opthalmic Preparations

	# of Countries:
	4

	# of Sites:
	100

	# of Patients:
	850

	Role:
	RWLPR Site Management Lead


	Study Phase:
	Phase 4

	Indication:
	Non-Small Cell Lung Cancer

	Drug Class:
	Antineoplastic Agents

	# of Countries:
	21

	# of Sites:
	100

	# of Patients:
	1200

	Role:
	RWLPR Site Management Lead


	Study Phase:
	Phase 4

	Indication:
	Viral Hepatitis C

	Drug Class:
	Other

	# of Countries:
	6

	# of Sites:
	16

	# of Patients:
	200

	Role:
	 Site Management Lead

	Key Responsibilities:
	Oversee the delivery of Site Management project tasks, providing advice and guidance to achieve high performance and quality project deliverables.
• Ensure overall project efficiency and adherence to project timelines and financial goals; report metrics and out of scope activities.
• Develop, implement and maintain the Site Recruitment, SPS Operations and SPS Risk Management Plans within the agreed project strategy.
• Collaborate with other functional groups within the company such as data management, quality assurance and biostatistics where necessary to support milestone achievement and to manage study issues and obstacles.
• Manage and follow study activities through ongoing tracking and review of study progress. Provide input and report progress to appropriate SPS management and project management leaders.
• Act as the first line of escalation for site management questions and issues on assigned projects.
• Lead preparation for in-house audits and in creation of Corrective Action Plans (CAPAs).
• Develop and deliver presentations/training to clients, colleagues and professional bodies, as required.
• Participate in business development activities such as proposal development and bid defences.
• May conduct co-monitoring and/or assessment visits as needed to ensure the study is being conducted in accordance with the protocol, SOPs, GCP and applicable regulatory requirements.
•For selected studies, acts as Site Management Lead, by coordinating resources, trainings and CRA activities among a team of remote CRA resources
• Collaborates with the Site Management Team to provide centralized site support, communication and coordination, to assure accurate and timely completion of all contracted activities
• Tracks all Ethic Approvals and all CRA activities
• Mentors less experienced Site Management Leads


Non-Quintiles Clinical Trial Experience
	Study Phase:
	Phase 4

	Indication:
	Diabetes / Endocrinology / Metabolism

	Drug Class:
	Diabetic Medications

	Role:
	CRA

	Key Responsibilities:
	• Perform site selection, initiation, monitoring and close-out visits in accordance with contracted scope of work and good
clinical practice.
• Provide monitoring visits and site management for a variety of protocols, sites and therapeutic areas.
• Administer protocol and related study training to assigned sites and establish regular lines of communication with sites to
manage ongoing project expectations and issues.
• Evaluate the quality and integrity of study site practices related to the proper conduct of the protocol and adherence to
applicable regulations. Escalate quality issues to Clinical Team Lead (CTL) and/or line manager.
• Manage the progress of assigned studies by tracking regulatory submissions and approvals, recruitment and enrollment,
case report form (CRF) completion and submission, and data query generation and resolution.
• Create and maintain appropriate documentation regarding site management, monitoring visit findings and action plans by
submitting regular visit reports and other required study documentation.
• May provide assistance to more less experienced clinical staff.


Therapeutic Experience
	Therapeutic Area:
	Endocrinology

	Years Experience:
	7

	Indication:
	Diabetes Mellitus

	Years Experience:
	7

	Describe Experience:
	working as medical representative for diabetes and diabetes related products then as a CRA in a global diabetes project.


	Therapeutic Area:
	Psychiatry

	Years Experience:
	1

	Indication:
	ADHD

	Years Experience:
	1

	Describe Experience:
	Collect, track and review study site critical documents used to monitor interest for enrollment of investigative sites.
• Ensure compliance with protocol guidelines and requirements of regulatory agencies, including the provisions of the Anti-
Kickback Statute (USA) and the False Claims Act (USA).
• Thoroughly document and track all communication (email, voice, fax, call reports) with all study site personnel and any
client interaction in accordance with study plans.
• May assist in the development of site specific recruitment, retention and follow up plans / processes in line with the
project strategy provided by Project Coordination Centre (PCC) Lead. Ensure the site is recording data from patient
charts, medical records, interviews, questionnaires, diagnostic tests and other sources in accordance with study plans.
• Follow established guidelines in the collection and tracking of clinical data and resolution of data queries in accordance
with study plans and client preferences. Evaluate and assure quality of data collected; ensure that all data and study
documents are handled consistently with the demands of regulatory agencies with respect to data protection.
• Identify problems and/or inconsistencies; monitor site and subject progress, including documentation and reporting of
adverse events; recommend corrective action as appropriate; escalate to PCC Lead or line manager as appropriate
• Respond to questions on study procedures/protocol via the study hotline.
• Liaise and work in conjunction with CRAs monitoring on-site as needed. Perform on-site co-monitoring and remote
monitoring activities as needed.
• Provide guidance to PCC Clinical Assistant staff as needed.


	Therapeutic Area:
	Women's Health / Sexual Health

	Years Experience:
	1

	Indication:
	Male Erectile Disorder

	Years Experience:
	1

	Describe Experience:
	Collect, track and review study site critical documents used to monitor interest for enrollment of investigative sites.
• Ensure compliance with protocol guidelines and requirements of regulatory agencies, including the provisions of the Anti-
Kickback Statute (USA) and the False Claims Act (USA).
• Thoroughly document and track all communication (email, voice, fax, call reports) with all study site personnel and any
client interaction in accordance with study plans.
• May assist in the development of site specific recruitment, retention and follow up plans / processes in line with the
project strategy provided by Project Coordination Centre (PCC) Lead. Ensure the site is recording data from patient
charts, medical records, interviews, questionnaires, diagnostic tests and other sources in accordance with study plans.
• Follow established guidelines in the collection and tracking of clinical data and resolution of data queries in accordance
with study plans and client preferences. Evaluate and assure quality of data collected; ensure that all data and study
documents are handled consistently with the demands of regulatory agencies with respect to data protection.
• Identify problems and/or inconsistencies; monitor site and subject progress, including documentation and reporting of
adverse events; recommend corrective action as appropriate; escalate to PCC Lead or line manager as appropriate
• Respond to questions on study procedures/protocol via the study hotline.
• Liaise and work in conjunction with CRAs monitoring on-site as needed. Perform on-site co-monitoring and remote
monitoring activities as needed.
• Provide guidance to PCC Clinical Assistant staff as needed.


	Therapeutic Area:
	Infectious Disease

	Years Experience:
	1

	Indication:
	Aspergillosis

	Years Experience:
	1

	Describe Experience:
	Working as Unblinded CRA
Collect, track and review study site critical documents used to monitor interest for enrollment of investigative sites.
• Ensure compliance with protocol guidelines and requirements of regulatory agencies, including the provisions of the Anti-
Kickback Statute (USA) and the False Claims Act (USA).
• Thoroughly document and track all communication (email, voice, fax, call reports) with all study site personnel and any
client interaction in accordance with study plans.
• May assist in the development of site specific recruitment, retention and follow up plans / processes in line with the
project strategy provided by Project Coordination Centre (PCC) Lead. Ensure the site is recording data from patient
charts, medical records, interviews, questionnaires, diagnostic tests and other sources in accordance with study plans.
• Follow established guidelines in the collection and tracking of clinical data and resolution of data queries in accordance
with study plans and client preferences. Evaluate and assure quality of data collected; ensure that all data and study
documents are handled consistently with the demands of regulatory agencies with respect to data protection.
• Identify problems and/or inconsistencies; monitor site and subject progress, including documentation and reporting of
adverse events; recommend corrective action as appropriate; escalate to PCC Lead or line manager as appropriate
• Respond to questions on study procedures/protocol via the study hotline.
• Liaise and work in conjunction with CRAs monitoring on-site as needed. Perform on-site co-monitoring and remote
monitoring activities as needed.
• Provide guidance to PCC Clinical Assistant staff as needed.


	Therapeutic Area:
	Infectious Disease

	Years Experience:
	1

	Indication:
	Candidiasis

	Years Experience:
	1

	Describe Experience:
	Working as Unblinded CRA
Collect, track and review study site critical documents used to monitor interest for enrollment of investigative sites.
• Ensure compliance with protocol guidelines and requirements of regulatory agencies, including the provisions of the Anti-
Kickback Statute (USA) and the False Claims Act (USA).
• Thoroughly document and track all communication (email, voice, fax, call reports) with all study site personnel and any
client interaction in accordance with study plans.
• May assist in the development of site specific recruitment, retention and follow up plans / processes in line with the
project strategy provided by Project Coordination Centre (PCC) Lead. Ensure the site is recording data from patient
charts, medical records, interviews, questionnaires, diagnostic tests and other sources in accordance with study plans.
• Follow established guidelines in the collection and tracking of clinical data and resolution of data queries in accordance
with study plans and client preferences. Evaluate and assure quality of data collected; ensure that all data and study
documents are handled consistently with the demands of regulatory agencies with respect to data protection.
• Identify problems and/or inconsistencies; monitor site and subject progress, including documentation and reporting of
adverse events; recommend corrective action as appropriate; escalate to PCC Lead or line manager as appropriate
• Respond to questions on study procedures/protocol via the study hotline.
• Liaise and work in conjunction with CRAs monitoring on-site as needed. Perform on-site co-monitoring and remote
monitoring activities as needed.
• Provide guidance to PCC Clinical Assistant staff as needed.


	Therapeutic Area:
	Neurology

	Years Experience:
	5

	Indication:
	Multiple Sclerosis

	Years Experience:
	5

	Describe Experience:
	Perform site selection, initiation, monitoring and close-out visits in accordance with contracted scope of work and good
clinical practice.
• Provide monitoring visits and site management for a variety of protocols, sites and therapeutic areas.
• Administer protocol and related study training to assigned sites and establish regular lines of communication with sites to
manage ongoing project expectations and issues.
• Evaluate the quality and integrity of study site practices related to the proper conduct of the protocol and adherence to
applicable regulations. Escalate quality issues to Clinical Team Lead (CTL) and/or line manager.
• Manage the progress of assigned studies by tracking regulatory submissions and approvals, recruitment and enrollment,
case report form (CRF) completion and submission, and data query generation and resolution.
• Create and maintain appropriate documentation regarding site management, monitoring visit findings and action plans by
submitting regular visit reports and other required study documentation.
• May provide assistance to more less experienced clinical staff.


	Therapeutic Area:
	Cardiovascular

	Years Experience:
	2

	Indication:
	Atherosclerosis of Artery

	Years Experience:
	2

	Describe Experience:
	Perform site selection, initiation, monitoring and close-out visits in accordance with contracted scope of work and good
clinical practice.
• Provide monitoring visits and site management for a variety of protocols, sites and therapeutic areas.
• Administer protocol and related study training to assigned sites and establish regular lines of communication with sites to
manage ongoing project expectations and issues.
• Evaluate the quality and integrity of study site practices related to the proper conduct of the protocol and adherence to
applicable regulations. Escalate quality issues to Clinical Team Lead (CTL) and/or line manager.
• Manage the progress of assigned studies by tracking regulatory submissions and approvals, recruitment and enrollment,
case report form (CRF) completion and submission, and data query generation and resolution.
• Create and maintain appropriate documentation regarding site management, monitoring visit findings and action plans by
submitting regular visit reports and other required study documentation.
• May provide assistance to more less experienced clinical staff.


	Therapeutic Area:
	Ophthalmology

	Years Experience:
	5

	Indication:
	Macular Degeneration

	Years Experience:
	5

	Describe Experience:
	Perform site selection, initiation, monitoring and close-out visits in accordance with contracted scope of work and good
clinical practice.
• Provide monitoring visits and site management for a variety of protocols, sites and therapeutic areas.
• Administer protocol and related study training to assigned sites and establish regular lines of communication with sites to
manage ongoing project expectations and issues.
• Evaluate the quality and integrity of study site practices related to the proper conduct of the protocol and adherence to
applicable regulations. Escalate quality issues to Clinical Team Lead (CTL) and/or line manager.
• Manage the progress of assigned studies by tracking regulatory submissions and approvals, recruitment and enrollment,
case report form (CRF) completion and submission, and data query generation and resolution.
• Create and maintain appropriate documentation regarding site management, monitoring visit findings and action plans by
submitting regular visit reports and other required study documentation.
• May provide assistance to more less experienced clinical staff.


Department Specific Experience
Department: Clinical
	Category
	Experience

	Inform
	3-5

	EDC-Other
	3-5

	In-House Monitoring Experience: ≥5 Years
	Yes

	On-Site Monitoring Experience: ≥5 Years
	Yes

	Audits and/or Regulatory Inspection
	Yes

	Closure Visits
	Yes

	Collection and Review of Regulatory Packages
	Yes

	Conducting CRA Training
	Yes

	Conducting GCP Training
	Yes

	Drug Accountability
	Yes

	Feasibilities
	Yes

	ICF/Study Document Development
	Yes

	Initiation Visits
	Yes

	International Project Experience
	Yes

	Investigator Meeting Attendance
	Yes

	Liaising with Customer and/or External Vendors
	Yes

	Management of International Clinical Team
	Yes

	Management of SAEs
	Yes

	Monitoring Visits & Source Data Verification
	Yes

	Query Resolution
	Yes

	Reg Body and/or Ethics Comm Submissions
	Yes

	Re-labeling and/or IP Recall Process
	Yes

	Site Contracting
	Yes

	Site Selection Visits
	Yes

	Study Files Maintenance
	Yes


Language(s)
	Language
	Speaking 
	Reading
	Writing

	Arabic
	Fluent
	Fluent
	Fluent

	English
	Fluent
	Fluent
	Fluent

	French
	Basic
	Basic
	Basic


Other Relevant Information
Licenses and Certifications    
· GCP training certificate from Novo Nordisk-Egypt, 2009
· Barnett Accreditation – Expert GCP Exam for Managers and Staff interacting with investigational sites,  on 10.Jun, 2012
· Barnett accreditation - Expert GCP exam for managers and staff interacting with investigational sites, 2014
· Barnett accreditation - Expert GCP exam for managers and staff interacting with investigational sites, 2016

