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[image: image2]Section 1 General Information
1.
Course Code and Title
In Thai
…...............................................................
In English

PYEP 672 
Professional Practice in Healthcare Product Registration
2.
Number of Credits
4 (0-16-4)    




(Theory 0 hrs.  Practice 16 hrs.  Self-Study 4 hrs./week)
3.
Curriculum and Course Type
   
3.1
Program
Doctor of Pharmacy Program (International Program) 
    
3.2
Course Type   
(Specific Course 
( Compulsory Course ( Elective Course
4.
Course Coordinator and Instructor

4.1
Course Coordinator 


1. Assist. Prof. Piyatip Khuntayaporn



   
Department of Microbiology




   
Phone: 02-644-8692 



   
E-mail: piyatip.khm@mahidol.ac.th 

2. Lect. Pakatip Ruenraroengsak



   
Department of Pharmacy




   
Phone: 02-644-8694 



   
E-mail: pakatip.rue@mahidol.ac.th

   4.2 Instructors        


1. Assist. Prof. Piyatip Khuntayaporn

   
Department of Microbiology


   
Phone: 02-644-8692 

   
E-mail: piyatip.khm@mahidol.ac.th 
2. Assist. Prof. Supatat Chumnumwat

   
Department of Pharmacy


   
Phone: 02-644-8694

   
E-mail: supatat.chu@mahidol.ac.th
3. Assist. Prof. Wichit Nosoongnoen

   
Department of Pharmacy


   
Phone: 02-644-8694

   
E-mail: wichit.nos@mahidol.ac.th
4. Lect. Anunchai Assawamakin

   
Department of Pharmacology


   
Phone: 02-644-8700 

   
E-mail: anunchai.asa@mahidol.ac.th
5. Lect. Pakatip Ruenraroengsak

   
Department of Pharmacy


   
Phone: 02-644-8694 

   
E-mail: pakatip.rue@mahidol.ac.th
5.
Semester/Class Level

5.1
Semester


2nd Semester / Class Level 6th

5.2
Number of Students Allowed


Approximately 30 Students
6.
Prerequisites

All courses from the first to fifth Year
7.
Co-requisites

   

None   
8.
Date of Preparation/Latest Revision of the Course Specifications     


25th August 2021
Section 2 Course Goals and Course Description
1.
Course Goals
To develop students’ ability of applying pharmacy knowledge into the registration of drug and healthcare products before distribution in the markets
2.
Course Description

(In Thai) 
………............................................................................................
(In English) 
Continuing the professional practice in the regulation of healthcare products from manufacturing to products in markets; the healthcare product law, the healthcare product act and guidelines in Thailand; the national healthcare product control system both the pre-marketing control and the post-marketing control
Section 3 Course Objectives, Course-level Learning Outcomes and Course Implementation
1.
Course Objectives
This course aims to provide knowledge and abilities as follows: 
1. Able to describe the regulation of healthcare products from manufacturing to products in markets

2. Able to describe the healthcare product law, the healthcare product act and guidelines in Thailand, the national healthcare product control system both the pre-marketing control and the post-marketing control

3. Able to conduct registration of healthcare product before launching and distributing in the markets under supervision of pharmacist in-charge

4. Able to integrate pharmacy knowledge into the registration process of healthcare products

2.
Course-level Learning Outcomes: CLOs

On completion of the course, the students will be able to ………....
1)
CLO1
Describe the regulation of healthcare products from manufacturing to products in markets
2)
CLO2 
Describe the healthcare product law, the healthcare product act and guidelines in Thailand, the national healthcare product control system both the pre-marketing control and the post-marketing control
3)
CLO3
Conduct registration of healthcare product before launching and distributing in the markets under supervision of pharmacist in-charge
4)
CLO4
Integrate pharmacy knowledge into the registration process of healthcare products
3.
How to organize learning experiences to develop the knowledge or skills stated in number 2 and how to measure the learning outcomes
	CLOs
	Activities
	Evaluation of the course learning outcomes

	
	Reflective observation
	Individual assignment
	Working under supervision of pharmacist
	Developing pharmacist care plan/ patient case report
	Presentation and discussion
	Work performance

	CLO1
Describe the regulation of healthcare 
products from manufacturing to 
products in markets
	
	(
	
	
	(
	

	CLO2 
Describe the healthcare product 
law, 
the healthcare product act and 
guidelines in Thailand, the national 
healthcare product control system 
both the pre-marketing control and 
the post-marketing control
	
	(
	
	
	(
	

	CLO3
Conduct registration of healthcare 
product before launching and 
distributing in the markets under 
supervision of pharmacist in-charge
	(
	
	(
	
	
	(

	CLO4
Integrate pharmacy knowledge into 
the registration process of 
healthcare products 
	(
	(
	
	
	
	(

	CLO5
Demonstrate pharmacy 
professionalism, empathy and 
respect for diversity when interacting 
with others as appropriate
	
	
	(
	
	
	(


Section 4 Lesson Plan and Evaluation
1.
Lesson Plan
-

2.
Plan for Assessment of Expected Course-Level Learning Outcomes (CLOs)
2.1
Measurement and Evaluation of learning achievement

A.
Formative Assessment

-
B. 
Summative Assessment
-
(1) Tool and weight for measurement and evaluation
-
(2) Grading Rules  (ระบุเกณฑ์มาตรฐานในการตัดสินให้สัญลักษณ์แต่ละอักษร (A-F))
Based on individual score (100%), student's achievement will be justified according to the Faculty and University code of conduct by grading system as A, B+, B+, C+, C+, D+, D, and F. Pass is A-D and Fall is F (less than 50%).
Score




Symbol

Grading 

≥ Mean + SD



A


๔.๐๐
≥ Mean + SD/2



B+


๓.๕๐
≥ Mean




B


๓.๐๐
≥ Mean – SD/2 ถึง < Mean

C+


๒.๕๐
≥ Mean – SD ถึง < Mean – SD/2

C


๒.๐๐
≥ Mean – 3SD/2 ถึง < Mean – SD

D+


๑.๕๐
≥ Mean – 2SD ถึง < Mean – 3SD/2
D


๑.๐๐
< Mean – 2SD



F


๐.๐๐
(3)
Measurement and Evaluation
Evaluation score from preceptors





70%
Evaluation score from The Pharmaceutical Care Clerkship Committee
30% 

2.2 
Re-examination (if the course allows any.)
Follow Mahidol University Regulation
3.
Students’ Appeal
Students’ appeal follows Mahidol University Regulation. 
Section 5 Teaching Resources
1.
Required Texts
-

2.
Suggested Materials

-
3.
Other Resources (if any)
-
Section 6 Evaluation and Improvement of Course Implementation
1.
Analysis and Evaluation of Course Implementation 
A.
Data for Analysis 
-
B.
Course Effectiveness Evaluation
-
2.
Revision Process and Improvement Plan for Course Effectiveness

The Pharmaceutical Care Clerkship Committee concludes all data obtained from practice sites, questions and suggestions from preceptors, and analyzes for improvement.
3.
The self-assessment report of the course (กำหนดเวลาในการจัดทำรายงานและแผนปรับปรุงรายวิชา: การจัดทำรายงานประเมินตนเองและการวางแผนปรับปรุงรายวิชา)
Teaching team organize the group meeting to discuss the strategies of teaching improvement for the next academic year based on the following information; i) student feedback, ii) results of evaluating the effective-ness of the course by students, and iii) teaching evaluation results.
Appendix
1.
Relations between the course and the program
Table 1 Relations between the course and the PLOs
	Professional Practice in Healthcare Product Registration
	PLO

	
	PLO1
	PLO2
	PLO3
	PLO4
	PLO5

	PYEP 672
	
	N/A
	N/A
	
	N/A



แสดงระดับการจัดกำรเรียนรู้ของรายวิชา ด้วยอักษร I, R, P หรือ M โดยนำข้อมูลของรายวิชาที่แสดงไว้ในหลักสูตร Curriculum Mapping มาแสดงให้สอดคล้องกัน
Table 2 Relation between CLOs and PLOs
	PYEP 672
	PLO

	
	PLO1
	PLO2
	PLO3
	PLO4
	PLO5

	CLO1
Describe the regulation of healthcare products from manufacturing to products in markets
	
	
	3.1

3.2
	
	

	CLO2 
Describe the healthcare product law, the healthcare product act and guidelines in Thailand, the national healthcare product control system both the pre-marketing control and the post-marketing control
	
	.
	3.1

3.2
	
	

	CLO3
Conduct registration of healthcare product before launching and distributing in the markets under supervision of pharmacist in-charge
	
	2.1

2.2

2.4
	
	
	

	CLO4
Integrate pharmacy knowledge into the registration process of healthcare products 
	
	2.1

2.2

2.4
	
	
	5.1

5.2

5.3

5.4

	CLO5
Demonstrate pharmacy professionalism, empathy and respect for diversity when interacting with others as appropriate
	
	
	
	
	5.1

5.2

5.3

5.4



ระบุว่าแต่ละ CLO สอดคล้องกับ PLO ในระดับ SubPLO ใดบ้าง โดยใส่หมายเลขของ SubPLO ใน column PLO ที่ตรงกัน เพื่อ แสดงความเชื่อมโยงให้ชัดเจน (Program-level Constructive Alignment)
Table 3 PLOs and SubPLOs that the course is responsible for
	PLOs
	SubPLOs

	PLO2 
Formulate pharmaceutical products for individual patient that comply with pharmacy standard.

	2.1 
Preformulate suitable excipients which are compatible with active pharmaceutical ingredient(s). 
2.2 
Calculate working formula according to the master formula of each formulation.
2.3 
Compound and control quality of pharmaceutical products in accordance with working formula and physician’s prescription complying to pharmacy standard. 
2.4 
Appraise documents of controlling drug products, biological products, and health products that are concordant with national and international regulations and guidelines.

	PLO3 
Evaluate medication management system complied with national and international law and regulation.

	3.1 
Differentiate and critique medication management system in public health and hospital settings, within Thailand and other countries. 
3.2 
Conduct activities related to medication management system through the integration of pharmacoepidemiology, Pharmacoeconomics, pharmacovigilance, health system, and laws with the aim for consumer protection on health.  

	PLO5 
Perform collaborative working as well-suited drug expertise within and among professionals.
	5.1 
Perform verbal, written, and nonverbal communication for appropriate audiences. 
5.2 
Demonstrate pharmacy professionalism, empathy and respect for diversity when interacting with others as appropriate.
5.3 
Utilize available technology and other media to assist with communication as appropriate.
5.4 
Demonstrate entrepreneurial attitude and skills towards becoming business owners.


แสดงข้อมูลของ PLOs-SubPLOs เฉพาะที่รายวิชาอ้างอิงถึง เพื่อแสดงการมีส่วนร่วมพัฒนานักศึกษาใน PLOs ที่รายวิชารับผิดชอบ
2. Rubric scoring*

*หมายเหตุ ถ้ามีการใช้ Rubric scoring เป็นเครื่องมือในการวัดผล ให้แสดงเพิ่มเติมในภาคผนวกข้อที่ ๒.
3. Relations between the course and Sustainable Development Goals (SDGs) (เลือก SDGs ที่สัมพันธ์กับเนื้อหาของรายวิชา โดยสามารถเลือกได้มากกว่า 1 ข้อ และพิจารณาความสัมพันธ์จากคำอธิบายรายวิชากับ Keywords ของแต่ละ SDGs)
· SDG1
No poverty 

· SDG2
Zero Hunger 
(  SDG3
Good Health and Well – being 

· SDG4
Quality Education 
· SDG5
Gender Equality 

· SDG6
Clean Water and Sanitation 
· SDG7
Affordable and Clean Energy 

· SDG8
Decent Work and Economic Growth 

· SDG9
Industry, Innovation and Infrastructure 

· SDG10
Reduced Inequalities 

· SGD11
Sustainable Cities and Communities 

· SDG12
Responsible Consumption and Production 

· SDG13
Climate Action 

· SDG14
Life Below Water 

· SDG15
Life on Land 

· SDG16
Peace, Justice and Strong Institutions 

· SDG17
Partnerships for the goals 
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