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College of Arts and Sciences: Department of Chemistry
Proposed New Certificate Program in BioOrganic Principles of Pharmaceutical Science
	1. Title of new certificate program: BioOrganic Principles of Pharmaceutical Science


	2. Mission statement: This certificate will enhance the applicability of technical knowledge from core courses in bioorganic principles related to pharmaceutical science.


	3. Identify the proposed market and/or clients this proposed certificate program is designed to address: The full set of courses may be taken by independent enrollees in fulfillment of a free-standing graduate certificate in bioorganic principles of pharmaceutical science OR a course or two might be taken as electives by enrollees in other chemistry and/or pharmaceutical chemistry degree tracks.


	4. Rationale for proposed certificate program: Certificates of technical competency have become accepted as instruments of professional accomplishment especially within the elitist, status-conscious pharmaceutical industry.  That industry has two main foci for its Research & Development: (1) drug discovery/evaluation and (2) drug characterization and purity.  This certificate would group courses to fit into the first of these foci.  


	5. Description of proposed new certificate program


	A. Admissions criteria: The same admission requirements for the distance graduate programs in chemistry will be applied to applicants interested in the certificate program.


	B. Specific program requirements, including specific required and elective courses:

The certificate covers the basic biochemical molecular principles governing drug design, synthesis, mode of action at biological targets, formulation, and metabolism.  The certificate candidate shall select any 12 credits from existing graduate courses in the BioOrganic Chemistry area.  Relevant substitutions may be allowed upon petition.  No course may be applied to more than one certificate.
The following lists approved courses:

Bios/CHM 371 –Elements of Biochemistry

Bios/CHM 372 – Elements of Biochemistry II

CHM 358 – Advanced Organic Chemistry

CHM 423 – BioOrganic Chemistry

CHM 424 – Medicinal & Pharmaceutical Chemistry
CHM 444 – Process Chemistry (this course has been taught several times as CHM 497 (experimental course).  Approval is pending for inclusion in catalog as a regular course)
CHM 455 – Organic Reactions

*CHM 458 – Topics in Organic Chemistry

*CHM 475 – Advanced Topics in Chemistry

*CHM 477 - Topics in Biochemistry

*NOTE: Any special topics course which is created at some future date under the various topic numbers 458, 475, and 477 which comprises the subject of this certificate can be applied towards the 12 credit requirement.  Permission from the certificate program administrator, Dr. Sam Niedbala or the chemistry graduate administrator, Dr. Rebecca Miller is necessary before students take special topics courses for certificate credit.  


	6. Academic Impact


	A. Is the proposed new program interdisciplinary? It is a certificate program of the Department    of Chemistry.


	B. Identify any known effects of the proposed new program on other programs at the University. This certificate activity will likely enhance enrollment in Distance Education courses.  It will also increase visibility of our graduate degree programs offered through Distance Education.  No other impacts are anticipated.  


	C. If there are known effects, individuals in charge of the affected programs must be consulted about the proposed new program and the following information provided:


	(1) Who was consulted? Letter of support for this certificate program from the chair of Chemistry is attached to this proposal.  


	(2) Is the proposed new program acceptable to all other programs affected? Yes.


	(3) Will any changes be required in the affected programs?  If so, please describe below:           No.


	D. Does the proposed new program affect the University’s commitment to diversity in any way?  If so, please describe below: This certificate program will increase diversity.  Currently on campus, graduate students in Chemistry are 35% female and 20% minority.  Distance Ed students are currently 67% female and 9% minority.  In addition, about 15% of the Distance Ed students are “working mothers”.


	7. Resource Impact


	A. Provide impact statements in the four areas listed below:


	(1) Library impact statement. This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.  The Science Librarian may see a slight increase in help requests from students in the certificate program.


	(2) Computer impact statement. This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	(3) Faculty impact statement. This certificate program isn’t a new program, but is a grouping of courses which are part of our existing Distance Education offerings – no impact on existing faculty is anticipated.


	(4) Facilities impact statement. This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	B. Provide a statement indicating who will assume financial responsibility for any new resources required: Under the current, operating Lehigh financial model, it is assumed that the Department will assume full responsibility for any new resources required for this certificate program.


College of Arts and Sciences: Department of Chemistry

Proposed New Certificate Program in Analytical Principles of Pharmaceutical Science

	1. Title of new certificate program: Analytical Principles of Pharmaceutical Science


	2. Mission statement: This certificate will enhance the applicability of technical knowledge from core courses in analytical principles related to pharmaceutical science.


	3. Identify the proposed market and/or clients this proposed certificate program is designed to address: The full set of courses may be taken by independent enrollees in fulfillment of a free-standing graduate certificate in analytical principles of pharmaceutical science OR a course or two might be taken as electives by enrollees in other chemistry and/or pharmaceutical chemistry degree tracks.


	4. Rationale for proposed certificate program: Certificates of technical competency have become accepted as instruments of professional accomplishment especially within the elitist, status-conscious pharmaceutical industry.  That industry has two main foci for its Research & Development: (1) drug discovery/evaluation and (2) drug characterization and purity.  This certificate would group courses to fit into the second of these foci.  


	5. Description of proposed new certificate program


	A. Admissions criteria: The same admission requirements for the distance graduate programs in chemistry will be applied to applicants interested in the certificate program.


	B. Specific program requirements, including specific required and elective courses:

The certificate covers the analytical and physical chemistry needed to understand purity and composition issues in pharmaceutical substances.  These courses cover the principles behind the common kinds of analytical methods and how these are applied in practical settings.  The certificate candidate shall select any 12 credits from existing graduate courses in the analytical chemistry area (a maximum of 6 credits may be taken at the 300 level).  Relevant substitutions may be allowed upon petition.  No course may be applied to more than one certificate.

The following lists approved courses:

Bios/CHM 371 –Elements of Biochemistry

Bios/CHM 372 – Elements of Biochemistry II

CHM 332 – Analytical Chemistry

CHM 336 – Clinical Chemistry

*CHM 431 – Contemporary Topics in Analytical Chemistry

CHM 432 – Chemometrics

CHM 433 - Electroanalytical Chemistry

*CHM 436 – Special Topics in Analytical Chemistry

CHM 456 – Spectral Analysis

*CHM 475 – Advanced Topics in Chemistry

*NOTE: Any special topics course which is created at some future date under the various topic numbers 431, 436, and 475 which comprises the subject of this certificate can be applied towards the 12 credit requirement.  Permission from the certificate program administrator, Dr. Sam Niedbala or the chemistry graduate administrator, Dr. Rebecca Miller is necessary before students take special topics courses for certificate credit.  


	6. Academic Impact


	A. Is the proposed new program interdisciplinary? It is a certificate program of the Department of Chemistry.


	B. Identify any known effects of the proposed new program on other programs at the University. This certificate activity will likely enhance enrollment in Distance Education courses.  It will also increase visibility of our graduate degree programs offered through Distance Education.  No other impacts are anticipated.  


	C. If there are known effects, individuals in charge of the affected programs must be consulted about the proposed new program and the following information provided:


	(1) Who was consulted? Letter of support for this certificate program from the chair of Chemistry is attached to this proposal.  


	(2) Is the proposed new program acceptable to all other programs affected? Yes.


	(3) Will any changes be required in the affected programs?  If so, please describe below: No.


	D. Does the proposed new program affect the University’s commitment to diversity in any way?  If so, please describe below: This certificate program will increase diversity.  Currently on campus, graduate students in Chemistry are 35% female and 20% minority.  Distance Ed students are currently 67% female and 9% minority.  In addition, about 15% of the Distance Ed students are “working mothers”.


	7. Resource Impact


	A. Provide impact statements in the four areas listed below:


	(1) Library impact statement This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.  The Science Librarian may see a slight increase in help requests from students in the certificate program.


	(2) Computer impact statement This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	(3) Faculty impact statement This certificate program isn’t a new program, but is a grouping of courses which are part of our existing Distance Education offerings – no impact on existing faculty is anticipated.


	(4) Facilities impact statement This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	B. Provide a statement indicating who will assume financial responsibility for any new resources required: Under the current, operating Lehigh financial model, it is assumed that the Department will assume full responsibility for any new resources required for this certificate program.


College of Arts and Sciences: Department of Chemistry

Proposed New Certificate Program in Regulatory Affairs in a Technical Environment

	1. Title of new certificate program: Regulatory Affairs in a Technical Environment


	2. Mission statement: This certificate will enhance the applicability of technical knowledge from core courses in regulatory affairs.


	3. Identify the proposed market and/or clients this proposed certificate program is designed to address: The full set of courses may be taken by independent enrollees in fulfillment of a free-standing graduate certificate in project management and regulatory affairs OR a course or two might be taken as electives by enrollees in other chemistry and/or pharmaceutical chemistry degree tracks.


	4. Rationale for proposed certificate program: It is important to note that while legal principles and a highly detailed federal code do underpin the field, Regulatory Affairs is ultimately a technical subject.  One must understand chemistry and chemical engineering in order to write the FDA-required protocols on pilot plant operations, on quality control assays, or on impurity profiles of the drug substances.  As the number of personnel participating in obtaining and maintaining FDA approval for drug marketing has increased, professional education for such individuals has similarly increased.  Trade associations (DIA, AAPS, APhA, etc.) and universities (Temple, Wisconsin, Arizona and others) provide both entry level and continuing education in the quality assurance and regulatory affairs (QA-RA) fields.  Virtually all of the existing education programs in regulatory affairs require travel to a conference or to the site of information delivery.  The convenience of live, interactive, real time distance education has a bright future in the QA-RA area.  


	5. Description of proposed new certificate program


	A. Admissions criteria: The same admission requirements for the distance graduate programs in pharmaceutical chemistry will be applied to applicants interested in the certificate program.


	B. Specific program requirements, including specific required and elective courses:

Students choose four out of the following 3-credit courses: 

CHM  425 Pharmaceutical Regulatory Affairs  (new course offered Fall, 2004 as CHM 496) – “Discovery to Approval”

CHM 428 Pharmaceutical Regulatory Affairs (new course offered Spring, 2005 as CHM 496) – “Medical Devices and Combination Technologies: Concept to Commercialization”
CHM 442 Pharmaceutical Regulatory Affairs (new course) – “Analytical Methods Validation and Data Analysis”

CHM 463 Pharmaceutical Regulatory Affairs (new course) – “Commercial Production, Validation, and Process Qualification”

CHM 477 Topics in Biochemistry: Introduction to Pharmaceutics (3 credits)

	


	6. Academic Impact


	A. Is the proposed new program interdisciplinary? It is a certificate program of the Department of Chemistry.


	B. Identify any known effects of the proposed new program on other programs at the University. This certificate will enhance the applicability of technical knowledge from core courses.


	C. If there are known effects, individuals in charge of the affected programs must be consulted about the proposed new program and the following information provided:


	(1) Who was consulted? The following people/groups were consulted: six alumni who work in the regulatory area, Dr. Marvin Charles, Emeritus Professor of Chemical Engineering at Lehigh University, Human Resource administrators at Merck-West Point and Rahway, Chair of Chemical Engineering.  Letter of support for this certificate program from the chair of Chemistry is attached to this proposal.  


	(2) Is the proposed new program acceptable to all other programs affected? Yes.


	(3) Will any changes be required in the affected programs?  If so, please describe below: No.


	D. Does the proposed new program affect the University’s commitment to diversity in any way?  If so, please describe below: This certificate program will increase diversity.  Currently on campus, graduate students in Chemistry are 35% female and 20% minority.  Distance Ed students are currently 67% female and 9% minority.  In addition, about 15% of the Distance Ed students are “working mothers”.


	7. Resource Impact


	A. Provide impact statements in the four areas listed below:


	(1) Library impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.  The Science Librarian may see a slight increase in help requests from students in the certificate program.


	(2) Computer impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	(3) Faculty impact statement: The Department of Chemistry has identified one associate professor and one professor of practice (CV attached) in addition to several “guest” lecturers.  (see appendix)


	(4) Facilities impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	B. Provide a statement indicating who will assume financial responsibility for any new resources required: Under the current, operating Lehigh financial model, it is assumed that the Department will assume full responsibility for any new resources required for this certificate program.


APPENDIX

   The faculty members designing and teaching courses in the proposed Regulatory Affairs Certificate Program include Dr. James Roberts and Dr. R. Sam Niedbala (CV attached).   It is clear that we will need the instructional services of active professionals for this certificate program.  These individuals are alumni with extensive experience in regulatory affairs.  We have spoken to a number of them and they have indicated a willingness to teach in the certificate program.  The alumni are:

Ms. Tara Baney – clinical trial management (Merck)


Dr. Nancy Brenner – clinical trial management (Merck)

Dr. Richard Conley – kilo-lab GMP, GLP (ex Johnson & Johnson)

Ms. Stephanie Kardos – regulatory affairs (OraSure)

Ms. Sally Macaluso – raw materials validation (Merck)

Mr. George Marchesini – analytical standards (Johnson & Johnson)

Dr. Marsha Miller – regulatory affairs (AstraZeneca)

Dr. Robert Outten – analytical standards (Novartis)

Dr. Peter Seoane – imaging, contrast enhancement (ex-Kodak)

Dr. Tibor Sipos – regulatory affairs (Digestive Care)

Ms. Lisa Murphy Vale – polymeric implant registry (Gore)

Ms. Valerie Weiss – therapeutic product registry (Merck)

Others with experience:

Ms. Eve Damiano (OraSure)

Mr. James Rittenberg (Advantrix)

College of Arts and Sciences: Department of Chemistry

Proposed New Course

	1. Proposed new course number and course description (as it will appear in course catalogue): 

CHM 425. Pharmaceutical Regulatory Affairs: Discovery to Approval 
Description: Coverage includes the stages of the drug approval process and how these relate to the laboratory activities that provide the scientific basis for the New Drug Application (NDA).  Lectures treat drug discovery, chemical process development of the active pharmaceutical ingredient (API), and pharmaceutical process development of the drug product. Regulatory issues in screening and testing, the management of the preclinical trials, and the management of clinical trials will be covered.  (3 credits)


	2. Instructional mode (lecture, recitation, laboratory, seminar, independent study, or other) and number of contact hours per week: lecture (150 minutes/week)


	3. Rationale for proposed new course: This course is acceptable in partial fulfillment of the requirements for the new certificate program in Regulatory Affairs in a Technical Environment.  It is anticipated that current distance ed students will also roster the course as part of their MS requirements in Chemistry and/or Pharmaceutical Chemistry.


	4. Academic impact on programs affected by new course:


	A. Is the proposed course to be cross-listed? No.


	B. Identify any known effects of the proposed new program on other programs at the University. None.


	C. If there are known effects, individuals in charge of the affected programs must be consulted about the proposed new program and the following information provided: Not applicable.


	(1) Who was consulted? Not applicable.


	(2) Is the proposed new program acceptable to all other programs affected?  Not applicable.


	(3) Will any changes be required in the affected programs?  If so, please describe below:
Not applicable.


	D. Does the proposed new program affect the University’s commitment to diversity in any way?  If so, please describe below: This certificate program will increase diversity.  Currently on campus, graduate students in Chemistry are 35% female and 20% minority.  Distance Ed students are currently 67% female and 9% minority.  In addition, about 15% of the Distance Ed students are “working mothers”.


	5. Resource Impact


	A. Provide impact statements in the four areas listed below:


	(1) Library impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.  The Science Librarian may see a slight increase in help requests from students enrolled in the course.  


	(2) Computer impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	(3) Faculty impact statement: The Department of Chemistry has one Professor of Practice for the program and several “guest” lecturers.  (see appendix)


	(4) Facilities impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	B. Provide a statement indicating who will assume financial responsibility for any new resources required: Under the current, operating Lehigh financial model, it is assumed that the Department will assume full responsibility for any new resources required for this certificate program.


APPENDIX
  The faculty member designing and teaching this course will be Dr. R. Sam Niedbala, Professor of Practice at Lehigh University.  Dr. Niedbala’s CV is attached.

 Guest Lecturers:

 It is clear that we will need the instructional services of active professionals for this certificate program.  These individuals are alumni with extensive experience in regulatory affairs.  We have spoken to a number of them and they have indicated a willingness to teach in the certificate program.  The alumni are:

Ms. Tara Baney – clinical trial management (Merck)


Dr. Nancy Brenner – clinical trial management (Merck)

Dr. Richard Conley – kilo-lab GMP, GLP (ex Johnson & Johnson)

Ms. Stephanie Kardos – regulatory affairs (OraSure)

Ms. Sally Macaluso – raw materials validation (Merck)

Mr. George Marchesini – analytical standards (Johnson & Johnson)

Dr. Marsha Miller – regulatory affairs (AstraZeneca)

Dr. Robert Outten – analytical standards (Novartis)

Dr. Peter Seoane – imaging, contrast enhancement (ex-Kodak)

Dr. Tibor Sipos – regulatory affairs (Digestive Care)

Ms. Lisa Murphy Vale – polymeric implant registry (Gore)

Ms. Valerie Weiss – therapeutic product registry (Merck)

Others with experience:

Ms. Eve Damiano (OraSure)

Mr. James Rittenberg (Advantrix)
College of Arts and Sciences: Department of Chemistry

Proposed New Course

	2. Proposed new course number and course description (as it will appear in course catalogue): 

CHM 428. Pharmaceutical Regulatory Affairs: Medical Devices and Combination Technologies: Concept to Commercialization
Description: This course will review the history of medical device law and regulations in the United States.  It will also define current requirements of science needed to allow technologies to be developed according to regulations.  Case studies will be used to educate participants on Design Controls, Quality System Regulations, Manufacturing Requirements and International Harmonization.  Specifics may include Nucleic Acid Diagnostics, Cardiovascular Stents, Drug Delivery, Cancer Diagnostics, and Consumer Self-Testing.  (3 credits)



	2. Instructional mode (lecture, recitation, laboratory, seminar, independent study, or other) and number of contact hours per week: lecture (150 minutes/week)


	3. Rationale for proposed new course: This course is acceptable in partial fulfillment of the requirements for the new certificate program in Regulatory Affairs in a Technical Environment.  It is anticipated that current distance ed students will also roster the course as part of their MS requirements in Chemistry and/or Pharmaceutical Chemistry.


	4. Academic impact on programs affected by new course:


	A. Is the proposed course to be cross-listed? No.


	B. Identify any known effects of the proposed new program on other programs at the University. None.


	C. If there are known effects, individuals in charge of the affected programs must be consulted about the proposed new program and the following information provided: Not applicable.


	(1) Who was consulted? Not applicable.


	(2) Is the proposed new program acceptable to all other programs affected?  Not applicable.


	(3) Will any changes be required in the affected programs?  If so, please describe below:
Not applicable.


	D. Does the proposed new program affect the University’s commitment to diversity in any way?  If so, please describe below: This certificate program will increase diversity.  Currently on campus, graduate students in Chemistry are 35% female and 20% minority.  Distance Ed students are currently 67% female and 9% minority.  In addition, about 15% of the Distance Ed students are “working mothers”.


	5. Resource Impact


	A. Provide impact statements in the four areas listed below:


	(1) Library impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.  The Science Librarian may see a slight increase in help requests from students enrolled in the course.  


	(2) Computer impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	(3) Faculty impact statement: The Department of Chemistry has one Professor of Practice for the program and several “guest” lecturers.  (see appendix)


	(4) Facilities impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	B. Provide a statement indicating who will assume financial responsibility for any new resources required: Under the current, operating Lehigh financial model, it is assumed that the Department will assume full responsibility for any new resources required for this certificate program.


APPENDIX
  The faculty member designing and teaching this course will be Dr. R. Sam Niedbala, Professor of Practice at Lehigh University.  Dr. Niedbala’s CV is attached.

 Guest Lecturers:

 It is clear that we will need the instructional services of active professionals for this certificate program.  These individuals are alumni with extensive experience in regulatory affairs.  We have spoken to a number of them and they have indicated a willingness to teach in the certificate program.  The alumni are:

Ms. Tara Baney – clinical trial management (Merck)


Dr. Nancy Brenner – clinical trial management (Merck)

Dr. Richard Conley – kilo-lab GMP, GLP (ex Johnson & Johnson)

Ms. Stephanie Kardos – regulatory affairs (OraSure)

Ms. Sally Macaluso – raw materials validation (Merck)

Mr. George Marchesini – analytical standards (Johnson & Johnson)

Dr. Marsha Miller – regulatory affairs (AstraZeneca)

Dr. Robert Outten – analytical standards (Novartis)

Dr. Peter Seoane – imaging, contrast enhancement (ex-Kodak)

Dr. Tibor Sipos – regulatory affairs (Digestive Care)

Ms. Lisa Murphy Vale – polymeric implant registry (Gore)

Ms. Valerie Weiss – therapeutic product registry (Merck)

Others with experience:

Ms. Eve Damiano (OraSure)

Mr. James Rittenberg (Advantrix)

College of Arts and Sciences: Department of Chemistry

Proposed New Course

	3. Proposed new course number and course description (as it will appear in course catalogue): 

CHM 442. Pharmaceutical Regulatory Affairs: Analytical Methods, Validation, and Data Manipulation 

 A review of the FDA guidance and common industry practices.  A presentation of the more user-friendly and higher accuracy analytical methods which are supplanting traditional analyses.  Lectures will cover the eight fundamentals of analytical method validation: accuracy, linearity, precision, limits of detection, selectivity, limits of quantification, specificity, and ruggedness of method.  In addition, the student will be taught what to do when the results do not meet the Acceptance Criteria.  Lectures also cover valuation of data streams for supporting conclusions. (3 credits)


	2. Instructional mode (lecture, recitation, laboratory, seminar, independent study, or other) and number of contact hours per week: lecture (150 minutes/week)


	3. Rationale for proposed new course: This course is acceptable in partial fulfillment of the requirements for the new certificate program in Regulatory Affairs in a Technical Environment.  It is anticipated that current distance ed students may also roster the course as part of their MS requirements in Chemistry and/or Pharmaceutical Chemistry.


	4. Academic impact on programs affected by new course:


	A. Is the proposed course to be cross-listed? No.


	B. Identify any known effects of the proposed new program on other programs at the University. None.


	C. If there are known effects, individuals in charge of the affected programs must be consulted about the proposed new program and the following information provided: Not applicable.


	(1) Who was consulted?  Not applicable.


	(2) Is the proposed new program acceptable to all other programs affected? Not applicable.


	(3) Will any changes be required in the affected programs?  If so, please describe below: Not applicable.


	D. Does the proposed new program affect the University’s commitment to diversity in any way?  If so, please describe below: This certificate program will increase diversity.  Currently on campus, graduate students in Chemistry are 35% female and 20% minority.  Distance Ed students are currently 67% female and 9% minority.  In addition, about 15% of the Distance Ed students are “working mothers”.


	5. Resource Impact


	A. Provide impact statements in the four areas listed below:


	(1) Library impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.  The Science Librarian may see a slight increase in help requests from students enrolled in the course.  


	(2) Computer impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	(3) Faculty impact statement: The Department of Chemistry has identified one associate professor of chemistry to develop and teach this course.  (see appendix)


	(4) Facilities impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	B. Provide a statement indicating who will assume financial responsibility for any new resources required: Under the current, operating Lehigh financial model, it is assumed that the Department will assume full responsibility for any new resources required for this certificate program.


APPENDIX

    The faculty member designing and teaching this course will be Dr. James Roberts, Associate Professor Chemistry at Lehigh University. 

Guest Lecturers:

 It is clear that we will need the instructional services of active professionals for this certificate program.  These individuals are alumni with extensive experience in regulatory affairs.  We have spoken to a number of them and they have indicated a willingness to teach in the certificate program.  The alumni are:

Ms. Tara Baney – clinical trial management (Merck)


Dr. Nancy Brenner – clinical trial management (Merck)

Dr. Richard Conley – kilo-lab GMP, GLP (ex Johnson & Johnson)

Ms. Stephanie Kardos – regulatory affairs (OraSure)

Ms. Sally Macaluso – raw materials validation (Merck)

Mr. George Marchesini – analytical standards (Johnson & Johnson)

Dr. Marsha Miller – regulatory affairs (AstraZeneca)

Dr. R. Sam Niedbala – diagnostic registry (OraSure) & Professor of Practice

Dr. Robert Outten – analytical standards (Novartis)

Dr. Peter Seoane – imaging, contrast enhancement (ex-Kodak)

Dr. Tibor Sipos – regulatory affairs (Digestive Care)

Ms. Lisa Murphy Vale – polymeric implant registry (Gore)

Ms. Valerie Weiss – therapeutic product registry (Merck)

Others with experience:

Ms. Eve Damiano (OraSure)

Mr. James Rittenberg (Advantrix)

College of Arts and Sciences: Department of Chemistry

Proposed New Course

	4. Proposed new course number and course description (as it will appear in course catalogue): 

CHM 463. Pharmaceutical Regulatory Affairs: Commercial Production, Validation, and Process Qualification.  This course covers the scientific principles and the registry requirements for polymeric implants, controlled-release drug depot units, pumps, point-of care testing kits, contrast media for MRI, x-ray, and ultrasound and all FDA controlled products not defined as therapeutic pharmaceuticals. (3 credits)


	2. Instructional mode (lecture, recitation, laboratory, seminar, independent study, or other) and number of contact hours per week: lecture (150 minutes/week)


	3. Rationale for proposed new course: This course is acceptable in partial fulfillment of the requirements for the new certificate program in Regulatory Affairs in a Technical Environment.  It is anticipated that current distance ed students may also roster the course as part of their MS requirements in Chemistry and/or Pharmaceutical Chemistry.


	4. Academic impact on programs affected by new course:


	A. Is the proposed course to be cross-listed? No.


	B. Identify any known effects of the proposed new program on other programs at the University. None.


	C. If there are known effects, individuals in charge of the affected programs must be consulted about the proposed new program and the following information provided: Not applicable.


	(1) Who was consulted? Not applicable.


	(2) Is the proposed new program acceptable to all other programs affected? Not applicable.


	(3) Will any changes be required in the affected programs?  If so, please describe below: Not applicable.


	D. Does the proposed new program affect the University’s commitment to diversity in any way?  If so, please describe below: This certificate program will increase diversity.  Currently on campus, graduate students in Chemistry are 35% female and 20% minority.  Distance Ed students are currently 67% female and 9% minority.  In addition, about 15% of the Distance Ed students are “working mothers”.


	5. Resource Impact


	A. Provide impact statements in the four areas listed below:


	(1) Library impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.  The Science Librarian may see a slight increase in help requests from students enrolled in the course.


	(2) Computer impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	(3) Faculty impact statement: The Department of Chemistry has identified one Professor of Practice for the program and several “guest” lecturers.  (see appendix)


	(4) Facilities impact statement: This certificate program is proposed almost exclusively for the Distance Education audience and has little discernable potential impact on campus facilities.


	B. Provide a statement indicating who will assume financial responsibility for any new resources required: Under the current, operating Lehigh financial model, it is assumed that the Department will assume full responsibility for any new resources required for this certificate program.


APPENDIX

  The faculty member designing and teaching this course will be Dr. R. Sam Niedbala, Professor of Practice at Lehigh University.  Dr. Niedbala’s CV is attached.

 Guest Lecturers:

  It is clear that we will need the instructional services of active professionals for this certificate program.  These individuals are alumni with extensive experience in regulatory affairs.  We have spoken to a number of them and they have indicated a willingness to teach in the certificate program.  The alumni are:

Ms. Tara Baney – clinical trial management (Merck)


Dr. Nancy Brenner – clinical trial management (Merck)

Dr. Richard Conley – kilo-lab GMP, GLP (ex Johnson & Johnson)

Ms. Stephanie Kardos – regulatory affairs (OraSure)

Ms. Sally Macaluso – raw materials validation (Merck)

Mr. George Marchesini – analytical standards (Johnson & Johnson)

Dr. Marsha Miller – regulatory affairs (AstraZeneca)
Dr. Robert Outten – analytical standards (Novartis)

Dr. Peter Seoane – imaging, contrast enhancement (ex-Kodak)

Dr. Tibor Sipos – regulatory affairs (Digestive Care)

Ms. Lisa Murphy Vale – polymeric implant registry (Gore)

Ms. Valerie Weiss – therapeutic product registry (Merck)

Others with experience:

Ms. Eve Damiano (OraSure)

Mr. James Rittenberg (Advantrix)
Graduate & Research Committee: New Certificate Proposal Form (7/06/04 rev.)
Graduate & Research Committee: New Certificate Proposal Form (7/06/04 rev.)


