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Code of Regulatory Affairs Practice:

Pharmaceutical Product Registration

Introduction

The pharmaceutical products registration profession is an indispensable task in all organizations that
maintain the operation in the pharmaceutical business. The role and responsibility of regulatory affairs
pharmacists are to look after, monitor, control and be responsible for the pharmaceutical products that
have been manufactured, repacked, imported, warehoused and distributed. This is to make sure that all
of the above mentioned activities are well under the authorities monitoring system in term of quality and
standard as well as efficacy and safety. More over, the additional role of regulatory affairs pharmacist is to
make sure that all pertinent laws and regulations are well observed and complied by everybody in the
organization. This is again, so to be assured that the consumer benefit and confidence are well protected.
The reason behind this concept is that the pharmaceutical products are considered as the special items
that need different controlling system. Thai FDA, under the Ministry of Public Health, and other related
government agencies are the authorized bodies for this work.

The principle roles and responsibilities for regulatory affairs pharmacist are as follows:

1. Represent the organization so to cooperate with the relevant authorities
2. Pursue the registration work of pharmaceutical products

3. Update, amend and adjust the information of the pharmaceutical products that have been registered
when

required

4. Apply for the permission and other activities related to the work with the authorities

5. Monitor and control all related activities i.e. manufacturing, repacking, importation, warehousing,
labeling and distributing so totally with the registration documents and relevant regulations

6. Prepare the registration dossiers complying with the regulations. Properly keeping these dossiers,
submitting to the authorities as scheduled as well as continuously updating the documents.

Give an advice and consultation on the information related to registration practice

8. Update and review the newly imposed laws and regulations as well as making sure that the
organization is complied to these changes within the specified timeline

9. Closely follow up the updated laws and regulations of other countries, regionally and internationally

Since the regulatory affairs pharmacists harbor the essential roles that will send a strong impact to all
consumers, therefore, it is inevitable that they should have standard of practice as well as the
professional code. These Code and standard of practice will therefore facilitate and accommodate the
quality and efficacy of the registration task.




The Regulatory Affairs Pharmacy Association (Thailand) has therefore set up the code of regulatory

affairs practice for pharmaceutical products registration. This code will be used as the basic requirement
for all pharmacists whose works are related to registration practice. The objective of this code is to
standardize the professionalism as well as to frame up the role and responsibility of the people who work
with. Ultimately, this code can also be used as a tool for performance evaluation for this particular group
of professionals as well.

Code of Regulatory Affairs Practice:

Pharmaceutical Product Registration

Pharmaceutical registration practice is involved with the registration of pharmaceutical products that
include medicines, narcotic drugs, psychotropic substances and other products as stipulated by law. The
code also includes supervision for all product registrations and overseeing the various activities
concerned by using its pharmacological knowledge to obtain good quality products. This work will provide
safety and appropriate protection to consumers.

The code of pharmaceutical product registration practice is a fundamental standard that will be applied to
all pharmacists who are responsible for product registration work. This task should be specified clearly
and separately from other pharmaceutical assignments and therefore, this code could be used as a
guideline for the evaluation of the job itself.

Major Principal Responsibilities of the regulatory affairs pharmacist should cover the following:

Personnel.
Pharmaceutical Product Registration Practice
Pharmaceutical Regulatory Compliance and Consultation

Data Management

o > N

Self-Professional Development.




Procedure 1

Personnel

1.1 Is a certified registered pharmacist.

1.2 Possess a good knowledge of the governing laws and regulations that are pertinent to the
pharmaceutical products.

1.3 Well equipped with a thorough knowledge of the product registration process such as timeline for
registering the product, verification of relevant documents as well as the steps and procedures, the
follow up work and issue addressing.

Procedure 2

Pharmaceutical Product Registration Practice

2.1 Pharmaceutical Product Registration

2.1.1 Dossier Preparation

(1) Able to evaluate the contents and apply complete reliability of the data obtained from
the pharmaceutical practice, pharmacology, toxicology and clinical practice including
any other documents in accordance with the stipulation of the registration process
regulation.

(2) Prepare documents for the submission of registration approval in line with the
registration process regulation.

(3) Submit only correct and true information as provided by the producer of the products.
Information submitted must be attached with references for verification.

(4) Prepare the complete, clear and understandable information for labels, package
inserts and other relevant documents for a specific registration of the product by
focusing on the consumer benefit.

(5) Able to further a self searching and compiling the information related to the product
that may require additional supporting materials for the registration process when
required.

2.1.2. Submission of product registrations and follow up of registration approvals




2.2

213

(1) Able to communicate and explain the contents, data and documentation relevant to
the products on the pharmacology, toxicology, clinical trial and other relevant
information required by the registration process.

(2) Able to evaluate and comprehend the queries raised by regulators.

(3) Communicate and report on the information received from regulators. Properly
communicate the messages or other specific requirements to the superior and other
relevant colleagues.

(4) Follow up the progress of registration regularly and continuously

Assignment after completion of registration process

(1) Create a monitoring system that will keep other colleagues well informed when a
product registration process is completed.

(2) Monitor and control so to make sure that the organization comply with the pertinent
regulations.

Registration Variation

221
222
223

3.1

3.2

3.3

3.4

Understand detail of the variation and comply with each item as required.
Able to execute these variations requirement properly and appropriately.

Keep all colleagues well informed of these variations when they are completed.

Procedure 3

Pharmaceutical Regulatory Compliance and Consultation

Able to give an advice on the selection of pharmaceutical product profile suitable for
registration by focusing mainly on the quality, efficacy and safety aspects towards the
consumers.

Monitor and control the status of the product being registered and ensure that other
related activities are in compliance with the governing laws and regulations.

Cooperate and render advice on the product registrations and on any binding law and
regulations to the license holder, by using the references that can be verified.

Cooperate with government authorities to monitor, control and follow up the safety of the
pharmaceutical product used. As well, provide the full and complete surveillance report
as, again, for the sake of the consumer.




Procedure 4

Data Management

4.1 Store and file all documents for product registrations, registration certificates and other
relevant documents safely and completely with a regular update of changes made to the
registered products. Create a good data management system that will enhance a suitable
and safe storage that can be inspected and accessed conveniently.

4.2 Information on all product registration must be kept confidentially from those who are not

involved.
Procedure 5
Self - Professional Development
5.1 Be knowledgeable and have a keen interest in current and developing laws and

regulations that

are abiding to product registration. Able to analyze and prepare the readiness in advance for

this change.
5.2 Pursue the self developments continuously so to better the quality of work at all time.
5.3 Maintain the code of pharmaceutical registration practice to work.
5.4 Express opinions and submit comment and suggestion to increase and enhance one’s

significance and responsibility in the organization.

5.5 Co-operate and support governmental sector’s activities so to level the product
registration

work up to the international standard.
5.6 Refrain from any harmful misconduct that will tarnish the image, integrity, reputation,

confidence and pride of pharmaceutical product registration professionalism.




