McGuff Pharmaceuticals, Inc.

JOB DESCRIPTION

Pharmaceutical Engineer


POLICY

The Pharmaceutical Engineer shall be familiar with the requirements of the job description, The McGuff organizational chart and disciplinary procedures.

PROCEDURE

I. Job Description:
The Pharmaceutical Engineer will manage/supervise processes, facilities, equipment, maintenance, repairs, process controls, and overall operational and production readiness.   The qualified candidate will be capable of coordinating and executing all process and equipment operational needs including, but not limited to, process input specifications, process parameter controls, process output specifications, equipment specifications, equipment procurement, maintenance, calibration, repairs, qualifications, and validations as required.  The qualified candidate will also be capable and experienced in positive and collaborative interaction, support and teaming with Quality System Management Personnel.  The  Pharmaceutical Engineer will provide technical input to Product Development and Quality Systems departments for engineering related topics and issues.  Systems and Responsibilities will also include production monitoring, assistance and evaluations to determine control over applicable variables, as well as troubleshooting and solving production process problems with processes or equipment already in operation.  The Pharmaceutical Engineer shall ensure McGuff operations are compliant with FDA, cGMP, and ISO requirements and expectations. 
Description/Primary Responsibilities:

1. Ensure functional capabilities for all equipment and facilities.

2. Work with manufacturing personnel to ensure a high state of ongoing process quality assurance such that production activities meet production schedules and customer satisfaction goals are effectively implemented and controlled.  Including conducting, assisting, monitoring, and evaluating production processes.

3. Qualification and maintenance of process and facilities equipment.
4. Troubleshooting and corrective action of processing deviation
5. Working with Quality Systems staff to troubleshoot, correct and prevent non-conforming products, process, materials, etc…

6. Working with Quality Systems staff to ensure ongoing control and compliance of all manufacturing activities
7. Coordinating, performing and scheduling maintenance activities as needed or assigned
8. Customarily and regularly exercise discretion and independent judgment in handling engineering projects and duties.
9. Other varied duties as assigned.
II. Physical Requirements:

The position requires bending, squatting, climbing, and reaching above shoulder level.  In addition, the job will require sitting, standing, walking, handling and manipulating objects (manual dexterity and fine finger movement).  The position will require repetitively lifting/carrying up to 50 pounds.
III. Qualifications include:

1. Education: Professional Degree (e.g. Bachelor of Science) in related field or comparable additional experience.
2. Minimum of 5 years relevant pharmaceutical manufacturing industry experience in an Engineering capacity.  Prefer relevant industry experience with a portion of that experience in manufacturing of sterile injectable drugs via aseptic processing.
3. Proficient with computers and related software (Microsoft Office Professional)

4. Versed in the proper use of statistical techniques and sampling plans.
5. Able to work independently, in teams and with direct staff (as assigned).

6. Capable of managing personnel within department.

7. Knowledge and understanding of cGMP's is required. The preferred candidate will have experience in pharmaceutical production, engineering, quality assurance, and technical report writing. The individual must exhibit good oral and written communication skills, excellent interpersonal skills, be well organized and able to lead/work in teams as well as independently

8. Prefer working knowledge of ISO 9000 requirements. 

9. Computer literate and familiar with 

a. Computerized calibration monitoring, tracking and control systems

b. Computerized maintenance monitoring, tracking and control system

IV. Expectations:

1. Comply with all McGuff Policies and Procedures.

2. Appropriate professional demeanor.

3. Knowledge, understanding and compliance of the dress code.

4. Ability to work with others.

5. Adequate communication skills.

6. Work with all McGuff employees to foster and promote quality system controls and procedures.
7. Must be capable of working independently without direct supervision to complete tasks/assignments
8. Excellent customer skills

