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Chapter 1 Introduction  

 

1.1 Purpose of this document 
 

This guidebook is served as a document in the way that pharmaceutical industry can 

use it as a self-learning tool to enable local companies in planning and upgrading the 

current operation to be sufficiently complying with the Code of Practice for Holder of 

Wholesale Dealer Licence (Code of Practice) as well as narrowing the gap against the 

requirements of industry-adopted best practices. It also provides the industries a local-

specific guide regarding capability enhancement of the pharmaceutical distributors.  

  

Common findings identified and customized recommendations with case studies 

(including examples from well-performed companies and to-be-improved companies) 

in an anonymous manner are included. In addition, practical case studies and the needs 

of early preparation for business impact and resource management for the upgrade 

learnt from the Industry-wide Skill Upgrade Program would also be compiled in the 

guidebook. The essential elements of the sharing of the international speakers will be 

summarized as well.  

 

It is expected that the guidebook should be able to provide a comprehensive coverage 

to various operational models, types and categories of pharmaceutical products, 

company size, etc, hence the know how could be specific and benefit most, if not all, 

our local industry and stakeholders.  
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1.2  Scope of the Guidebook 

 

This part delineates the areas that this guidebook has covered regarding CoP. World 

Health organization (WHO) defines pharmaceutical product distribution as “procuring, 

purchasing, holding, storing, selling, supplying, importing, exporting, or movement of 

pharmaceutical products, with the exception of the dispensing or providing 

pharmaceutical products directly to a patient or his or her agent”. The statement 

indicates a local pharmaceutical product distributor may distribute overseas or local 

pharmaceutical products locally or to overseas markets. Despite that Hong Kong has 

been recognized by its good integrity, efficiency and quality of logistic service, there 

are only very few local pharmaceutical product distributors who are able to capture 

international business opportunity in distributing pharmaceutical products to other 

countries for overseas pharmaceutical manufacturers. The major reason is due to the 

lack of competence in operation practice fully complies with both local regulatory 

requirements, and to extend towards compliance with oversea regulatory 

requirements.  

 

In Hong Kong, the “Code of Practice for Holder of Wholesale Dealer License” has been 

published by Pharmacy and Poisons Board of Hong Kong with effective from 1 Oct 2015, 

and Hong Kong became the 47th Participating Authority of the Pharmaceutical 

Inspection Co-operation Scheme（PIC/S）with effect from 1 Jan 2016. In contrast to 

the other countries in the region which joined PIC/S for years, their pharmaceutical 
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products distributors are required to fulfil various international-adopted best practice, 

this as Good Supply Practice (GSP) or Good Distribution Practice (GDP). 

 

Hong Kong pharmaceutical distributors have to comply with the Code of Practice, while 

Department of Health (DH) conducts regular audit to their documentations and 

processes based on the requirements of the Code of Practice, which is relatively 

generic. In order to improve the overall service quality of the distributors in various 

aspects, the audit being conducted by DH may have different focuses and become 

more stringent against time. As the Code of Practice is only recently enforced in Oct 

2015, many distributors encounter great difficulties to fully comply with the 

requirements and they are struggling to pass the audits conducted by DH. Those 

distributors, who cannot comply with the Code of Practice, will not be able to survive 

their business. Since DH serves as the auditor and the authority to grant certificate of 

compliance, DH may not be appropriate to explicitly offer any implementation 

methodologies for compliance and share every details of audit findings to the industry. 

Hence, the local pharmaceutical distributors lack a systematic way to learn from the 

good practices, and face great difficulties to upgrade their operations towards higher 

efficiency and compliance level on top pf the Code of Practice.  

 

The majority of the pharmaceutical products distributions industry stakeholders are 

SMEs, and they are lack of resources to individually identify the concrete requirements 

in the Code of Practice and self-upgrade for the better compliance. In addition, the 

industry also has no common platform to allow industry SMEs to share their audit 
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findings and processes upgrade experience. Hence, the industry is longing for some 

resources in supporting them to build a platform to systematically comply with the 

requirements of the Code of Practice and adoptable effective operational practice, and 

to share these knowledge and know-how to industry SMEs. 

 

Based on the above circumstances of the pharmaceutical products distributions 

industry in Hong Kong, the scope enables the context understanding to develop the 

local best practice of the industry. It can briefly identify the major obstacles, as the 

followings,  

 

• The local pharmaceutical products distributors SMEs are deficit in 

knowledge to completely understand the requirements of the Code of 

Practice, as well as the know-how for the operational processes upgrade for 

compliance, which serves as a barrier in the full compliance with the audit 

being conducted by DH and to sustain the business 

• The local pharmaceutical products distribution industry SMEs are eager but 

lack of guidance to effectively upgrade their operational processes to be 

sufficiently complied with the Code of Practice 

• The local pharmaceutical products distribution industry SMEs do not have a 

common platform to allow effective sharing on the audit experience and 

individual company is required to explore effective operational processes 

upgrade know-how; hence, this repetitive effort causes an economic 

burden to the industry 
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Chapter 2 Highlights of Clauses 

 

In this part, brief explanations on each clause will first be examined and followed by an 

exact statement of each clause stated in the Code. Key points on each clause are 

discussed as well. The purpose of this chapter is to deliver a general understanding for 

the readers to review the key points of the Code and find out the areas large emphasis 

should be put on.  

 

2.1 Key points from the Code of Practice 

 

According to section 4B of the Pharmacy and Poisons Ordinance (Cap. 138) (the 

Ordinance), Code of Practice for Holder of Wholesale Dealer Licence is issued by the 

Pharmacy and Poisons Board (the Board). The Code of Practice considers suitable for 

providing guidance in respect of the Ordinance. It serves as a standard guide for the 

local pharmaceutical distributors to upgrade the common operational process in order 

to comply with the newly published guide 

 

Pursuant to this power under section 4B of the Ordinance, the Board issues this Code 

of Practice for the purpose of providing guidance on the roles and responsibilities of 

the Holders of Wholesale Dealer Licence and setting out the minimum standards that 

a WDL holder has to meet in the distribution of pharmaceutical products. Distribution 

includes the procuring, purchasing, holding, storing, selling, supplying, importing, 
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exporting, and the delivery of pharmaceutical products from the premises of a WDL 

holder to other premises. 

 

The Code of Practice outlines the key features regarding the rules and 

recommendations for the pharmaceutical distributors. In order to better develop local 

best practices, the pharmaceutical distributors have to survive their business and to 

ultimately increase the competitive edge of the pharmaceutical industry by creating a 

clustering effect to gain more business by serving as the Asia pharmaceutical product 

distributions hub. WDL holders shall comply with the Ordinance and the Code of 

Practice, as well as any other requirements related to pharmaceutical products 

imposed under the Laws of Hong Kong, including but not limited to: 

a) Dangerous Drugs Ordinance (Cap. 134); 

b) Antibiotics Ordinance (Cap. 137); 

c) Import and Export Ordinance (Cap. 60); 

d) Public Health and Municipal Services Ordinance (Cap. 132); 

e) Undesirable Medical Advertisements Ordinance (Cap. 231); 

f) Trade Descriptions Ordinance (Cap. 362); and 

g) Waste Disposal Ordinance (Cap. 354). 

 

Compliance of the Code of Practice is important for the safety concern regarding 

pharmaceutical distributions. Contravention of it may result in revocation or 

suspension of the WDL for this period as the Pharmacy and Poisons (Wholesale 

Licences) Committee thinks fit. The Board has engaged the assistance of the 
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Department of Health in implementing the various requirements under the Code of 

Practice. 

 

Several key points of the Code of Practice also mention that it does not apply to the 

trade in non-medicinal poisons. Chemical reagents, hair-dyes, and industrial chemicals 

this as cyanide and sulphuric acid are some of the examples of non-medical poisons 

which are not applicable according to the Code of Practice. However, all WDL holders 

shall ensure that their operations comply with the legal requirements stipulated in the 

Ordinance, and its subsidiary regulations. 

 

2.2 The Clauses Highlights  

 

The clauses discussed in this session are more commonly observed in most of the 

pharmaceutical companies. Fulfilling these requirements indicates that the companies 

tend to have better practices to meet various processes in the distribution, this as 

procuring, purchasing, holding, storing, selling, supplying, importing, exporting, and 

the delivery of pharmaceutical products from the premises of a WDL holder to other 

premises. The pharmaceutical companies operating in accordance with the methods in 

the Code of Practice can be seen as not simply meeting the minimum standard for 

legally doing their relevant business in Hong Kong but also tending to the gap that has 

narrowing against the requirements of industry-adopted best practices internationally. 
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2.2.1 Section 1 – General Responsibilities of Holder of 

Wholesale Dealer    License  

 

Clause 1.2 

 

This section outlines the general responsibility of the holders of WDL. These companies, 

the WDL holders, will need to provide any information relating to its licence as 

reasonably required by the Committee. Among the clauses of 1.1 – 1.5 in this section, 

clauses 1.2 is an explicit characteristic for most companies being involved. Clause 1.2 

states, 

 

“A WDL holder shall nominate in writing a person to take charge of poisons 

and/or pharmaceutical products, and may nominate in writing one or more 

deputies to act during the temporary absence of the person in charge. A WDL 

holder shall obtain approval from the Committee prior to any change in the 

person in charge of the poisons and/or pharmaceutical products or his deputies 

and the Committee shall not approve the change unless it considers the person 

nominated fit and proper.” 

 

One key observation from the companies related to clause 1.2 is whether the 

companies just nominate the person but without any written record to show this 

nomination as well as knowing if “being registered in DH” represent “nominated in 

writing”. On this regard, Department of Health (DH) gives general recommendation 
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that the practice of writing down the person in charge and deputy in the certificate is 

enough to satisfy the Code of Practice, but the best practice would be including the 

person in the Standard of Practice (Standard Operation Practice). 

  

2.2.2 Section 2 – Storage Facility 

 

Clause 2.1 

 

WDL holders have to take the responsibility of properly handling the amount and 

nature of the pharmaceutical products, according to the approval of the Committee. 

The clause states,  

 

“A WDL holder shall provide designated storage facility for storing 

pharmaceutical products. All storage facilities of pharmaceutical products shall 

be approved by the Committee prior to the commencement of use. A WDL 

holder shall ensure that the storage facility is commensurate with or suitable for 

the amount and nature of the pharmaceutical products handled.” 

 

It is observed that many companies may not be able to ensure the storage facility can 

commensurate with the amount and nature of the pharmaceutical product’s handles. 

One general recommendation from DH suggests that companies should define the 

quarantine area on their floorplan, and place all the products (to be checked) in the 

quarantine area.  
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Clause 2.2 

 

It concerns whether the people entering the pharmaceutical areas are authorized or 

not. It states, 

 

“Precautions shall be taken to prevent unauthorized persons from accessing the 

storage area of pharmaceutical products.” 

 

One key remark is that there are lacks of written requirements on the entry authority. 

And it is advised that companies should have procedure documents to clearly state 

who are authorized to enter the storage area. 

 

Clause 2.9 

 

The key message of this clause addresses the avoidance of pharmaceutical products 

under solar exposure and keeping an appropriate distance from the solar. The clause 

states, 

 

“Pharmaceutical products shall be stored off the ground and away from direct 

sunlight and suitably spaced.” 

It is crucial for companies to have procedure documents to clearly state which are 

authorized to enter the storage area. 
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Clause 2.11 

 

The clause explains the importance of optimum temperature and moisture for 

pharmaceutical products storage. It states, 

 

“Storage facility shall be maintained at a temperature and humidity within the 

range specified in the storage instructions of the pharmaceutical products kept. 

A WDL holder shall measure the temperature and humidity at different locations 

of the storage facility to ensure uniformity across the area. Based on the 

readings obtained, calibrated thermometer, hygrometer or equivalent 

equipment shall be placed in those location(s) of the storage facility with the 

highest fluctuation in temperature and humidity for daily monitoring of the 

storage condition. The monitoring records, this as the daily maximum and 

minimum temperature and humidity, shall be kept. The equipment shall be 

calibrated at defined interval for the required operating range and the 

calibration records shall be maintained.” 

 

It is of paramount importance that calibration to be made at defined interval is 

essential for the equipment of handling the pharmaceutical products. Operating range 

and the calibration shall also be maintained as well. Temperature mapping is necessary 

to be performed annually. 
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Clause 2.12 

 

The clause is about making installation of alarm an alert system to alert the WDL 

holders any abnormal conditions appearing in the cooling and refrigerating systems. 

These systems should have backed up power to maintain the cooling temperature for 

storing the pharmaceutical products, in case any electricity disruption. It states, 

 

“Cold room or refrigerator for the storing of 2.12 temperature-sensitive 

pharmaceutical products shall be installed with an alarm or alert system to alert 

staff to any temperature excursions. The alarm system shall be tested 

periodically and testing records shall be kept. Backup power shall be available 

to maintain the storage conditions of the pharmaceutical product in the event 

of power failure. Any backup generators used shall be subject to periodic testing. 

Alternative back-up plans that provide equivalent storage conditions and 

monitoring system in case of unavailability of backup generator or malfunction 

of the cold room or refrigerator shall be put in place. A WDL holder shall provide 

justification(s) for the Committee’s consideration if some other contingency 

measures are proposed to safeguard against inappropriate storage conditions.” 

 

It is observed that some companies have established agreement with other companies. 

And they will send products to their partners when there is emergency case. 

Clause 2.15 
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This clause highlights that the audit records for hygienic procedures shall be reviewed 

regularly. It states,  

 

“Procedures for temperature and humidity monitoring, cleaning, and pest 

control shall be audited. The audit records shall be reviewed regularly. In the 

event of irregularities and/or deficiencies found in the procedures, the causes of 

irregularities and/or deficiencies shall be investigated and any corrective and 

preventive actions taken shall be documented.”                                                                                                                                                                                      

 

One of the key points is that companies should perform audit on their procedure 

documents regularly to ensure the existing documents are still valid (at least once a 

year). If any problems found, corrective and preventive actions taken shall be 

documented. 

 

2.2.3 Section 3 – Operations 

 

Clause 3.1 

 

WDL holders of pharmaceutical distributors should ensure they have imported their 

products from reputable or licensed manufacturers, which helps guarantee the quality 

of pharmaceutical products. It states,  
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“A WDL holder shall exercise due diligence to ensure that pharmaceutical 

products are procured from reputable or licensed wholesalers or manufacturers 

so that the quality of the products acquired may be ensured.” 

 

Companies should keep specific actions to perform procurement from “license” 

wholesale or manufacturers to ensure the quality and safety is up to standard. 

 

Clause 3.5 

 

Checking and verification have to be conducted with checking and verification for each 

incoming delivery of pharmaceutical products. It states, 

 

“Each incoming delivery of pharmaceutical products shall be physically checked 

upon receipt for tampering and damage. Label description, type and quantity of 

the incoming products shall be verified against the relevant purchase order. All 

pharmaceutical products shall be accompanied by batch release certificates or 

certificates of analysis issued by the manufacturers and these certificates shall 

be checked to ensure the quality of the products delivered. The checking and 

verification conducted shall be supported by documentary records.” 

 

Clause 3.7 
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The pharmaceutical distributors should submit the batch sample of pharmaceutical 

products to enable any investigation into the incident required by the DH, if any. It 

states,  

 

“A WDL holder who sells or supplies drugs imported from overseas 

manufacturer must make available to the DH within a reasonable time frame 

after a drug incident concerning this drug a batch sample of the drug concerned 

so as to enable any investigation into the incident required by the DH.” 

 

Companies should try to make agreement with the manufacturers to provide batch 

sample when necessary, if not, companies need to take every measures this that 

providing batch sample to DH in reasonable timeframe when necessary.  

 

Clause 3.10 

 

The key message of this clause is to clarify written orders in paper format or by means 

of an electronic message, this as email, are acceptable for any order of medicines to 

avoid ambiguity or miscommunication which may otherwise lead to wrongful delivery. 

It states,  

 

“When a verbal order for pharmaceutical products that contain Part I poisons, 

dangerous drugs or antibiotics is received from a purchaser, a WDL holder shall 

obtain an order in writing from the purchaser before completion of a sale of Part 
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I poisons, dangerous drugs or antibiotics in order to avoid ambiguity or 

miscommunication which may otherwise lead to wrongful delivery. Written 

orders in paper format or by means of an electronic message, this as email, are 

acceptable. 

 

A WDL holder may accept an order of medicines placed by a representative of 

the purchaser but shall exercise due diligence to ensure the authenticity of the 

order.” 

 

One key point is that the pharmaceutical companies should perform initial checking on 

professionals’ certifications. Some companies only cross check with the company name, 

but seldom require their clients to provide company chop and signatory. 

 

Clause 3.12 

 

The WDL holders should not provide any pharmaceutical products with damage 

packaging or those with contamination. If the situation happened, the according 

parties must have to take relevant corrective and preventive measures and document 

the measures taken. It states,  

 

“A WDL holder shall not supply pharmaceutical products with broken seals, 

damaged packaging, suspected tampering or contamination or which have 

been stored in undesirable storage condition and shall properly segregate these 
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products. Should this a defect exist, a WDL holder shall investigate into the 

cause of the defect, take relevant corrective and preventive measures and 

document the measures taken.” 

 

One recommendation is that as for relevant corrective and preventive measures and 

document the measure taken, companies should prepare the relevant measures and 

documents even through the accident have not yet happen.  

 

Clause 3.14 

 

This clause mainly describes that pharmaceutical products must be based on a simple 

rule, “first expired first out” to ensure the quality of the products. It is really vital to 

keep the products as fresh as possible to avoid the out of date products. It states,  

 

“A system shall be in place to ensure that the 3.14 pharmaceutical 

products will be distributed on a “first expired first out” (FEFO) basis. 

Exceptions may be justified provided that adequate controls are in place 

to prevent distribution of expired products.” 

 

One of the key points is that companies should review their current process and update 

their procedure documents, as well as ensuring products are distributed based on FEFO 

basis, but not depending on the in-coming date. For exceptional cases, it is 
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recommended to record any justifications, this that showing to DH that adequate 

controls are in place to prevent distribution of expired products. 

 

Clause 3.17 

 

Clause 3.17 is about safety concern on transportation of pharmaceutical products. A 

WDL holder has to make appropriate arrangement with transportation companies to 

avoid any dangerous circumstances or damaged conditions for the products. It states,  

 

“A WDL holder shall make arrangement with 3.17 their transportation agents 

to ensure that delivery of pharmaceutical products will be carried out in a safe 

and secure manner and the pharmaceutical products will be kept in appropriate 

storage conditions during transportation, especially where the products 

delivered are dangerous drugs, psychotropic substances or products need to be 

kept under cold chain management. 

 

Under the current situations, there are no written requirements to logistic suppliers. 

Regarding the existing cases, It would be the best to provide written guidelines to the 

transportation party, and conduct regular audit (with record) to see they have perform 

in compliance with the requirements. Agreement shall also be made with the 

transportation agent listing out all the details for the agent to follow: 1) transportation 

time, 2) critical instructions, 3) hard copy should be given to the agent as record. Emails 
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are acceptable as long as they can acknowledge that the company has done the 

procedures. 

 

Clause 3.20 

 

Clause 3.20 begins with handling of returned pharmaceutical products. If 

pharmaceutical products have to be returned or disposed, then approval and record 

should be made by the person in charge of poisons or pharmaceutical products. This 

clause states,  

 

“All handling of returned pharmaceutical products including their return to 

saleable stock or disposal shall be approved by the person in charge of poisons 

or pharmaceutical products and be recorded.” 

 

Please note "Person in charge" here means the PIC written down in the WDL. If PIC is 

absent, it shall be approved by deputy of PIC. The company can have more than one 

deputy. 

 

 

 

Clause 3.22 

 



 

 20 

Concerning regular checking and review of operation by WDL holder, records should 

be made and kept regularly. Review on these records should also be conducted. It 

states, 

 

“All operation procedures and records related to the handling and control of 

pharmaceutical products shall be reviewed regularly and documented. In the 

event of irregularities and/or deficiencies found in the operation procedures and 

record keeping, the causes of irregularities and/or deficiencies shall be 

investigated and corrective and preventive measures shall be taken and 

documented.” 

 

2.2.4 Section 4 – Documentation  

 

Clause 4.9 

 

It basically mentions that records should be made and kept in case any in appropriate 

situations occurred  

 

“Records and documents required to be maintained under the Code shall be 

reviewed regularly. In the event of irregularities and/or deficiencies found in 

maintaining the records and documents, the causes of irregularities and/ or 

deficiencies shall be investigated and any corrective and preventive actions 

taken shall be documented.” 
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It is observed that some companies do not have common practice to review documents 

and records regularly. One general recommendations from DH is that the documents 

shall be written within 72 hours and keep for at least 2 years. Companies should review 

their documents and records monthly, while maintaining the review records 

accordingly. But the company can list a reasonable timeframe in the Standard 

Operation Practice. 

 

Clause 4.10 

 

All documents processed by a WDL holder have to be carefully reviewed before any 

kinds of destructions or disposals. It states,  

 

“A WDL holder shall carefully review all the documents before their proper 

disposal to avoid mistaken destruction.” 

 

Under the requirements in the Code of Practice, how "carefully review" to be 

interpreted is an issue. One possible way is that it would be the best approach to have 

written records on document disposal, with somebody to approve this action. 

 

2.2.5  Section 5 – Reporting 
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Clause 5.1  

 

It starts with reporting of product complaints, product recalls, product changes and 

adverse drug reactions. Pharmaceutical distributors should carefully handle any 

complaints and information concerning problematic pharmaceutical products. It states,  

 

“A WDL holder shall carefully investigate and 5.1 document any complaints and 

information concerning potentially defective pharmaceutical products supplied. 

In case of a complaint or problem of pharmaceutical products that leads to a 

recall, a WDL holder shall report the recall to the DH where the recall is not 

initiated by the DH and implement the recall as instructed or endorsed by the 

DH in accordance with the “Pharmaceutical Products Recall Guidelines” 

published at the following website link: 

 

http://www.drugoffice.gov.hk/eps/do/en/doc/guidelines_forms/Pharmaceutic

al_Products_ Recall_Guidelines.pdf 

 

A recall of pharmaceutical products may be initiated by the DH or the 

manufacturer, wholesaler, importer or registration certificate holder of the 

pharmaceutical products recalled.” 

 

It is not very common for the pharmaceutical distributors to have documentations of 

complaint cases. Practice regarding including template for documentation would be 

http://www.drugoffice.gov.hk/eps/do/en/doc/guidelines_forms/Pharmaceutical_Products_%20Recall_Guidelines.pdf
http://www.drugoffice.gov.hk/eps/do/en/doc/guidelines_forms/Pharmaceutical_Products_%20Recall_Guidelines.pdf
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appropriate for comprehensive investigation and documentation in case any future 

possibilities of complaint or problem of pharmaceutical products that resulting in a 

recall. 
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Chapter 3 Common Problems and Best Practices  

 

3.1 Brief Introduction 

 

The industry has keep paying tremendous effort in maintaining its competiveness and 

industry-wide skill upgrade program has been conducted. It aims to provide local 

pharmaceutical product distributors SMEs effective methodologies in upgrading the 

operational processes for better compliance with the Code of Practice. Various kinds 

of information regarding the problems and best practices among the local 

pharmaceutical distributors are explored. In general, the local pharmaceutical product 

distributors SMEs’ operation focuses are generally weak at adverse events handling 

and recalling, instead they are designed for practical daily business operations. Hence, 

they are most demanded upgrades at their warehouse management system, cold chain 

management, track and trace-procedures, risk management, and etc. Adverse event 

handling and recall rely on good tracing system. There are different kinds of elements 

and many activities at the warehouse to get ready the procedures and identification of 

handling returned goods by using the batch and serial number.  

 

It is of paramount importance to aware that determination of the appropriate scope 

of recall needs to be carefully decided before any adverse event happens. For the 

products requiring cold storage environment, they can easily become non-conformity 

if the storage temperature is not properly controlled and monitored. Thus, the 
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distributors are required to apply various technique, for instance, temperature 

mapping and humidity logging are required, at cold chain management to ensure the 

products are stored properly during each operational process. The processes include 

but not limited to storage facility, operations, receipt and storage of pharmaceutical 

products, supply of pharmaceutical products, transportation, handling of returned 

pharmaceutical products, destruction of pharmaceutical products, regular checking 

and review of operation, documentation, reporting of product complaints, product 

recalls, product changes, and adverse drug reactions. The purpose of which is to avoid 

any recall due to improper cold chain management that may suffer from risks of 

product deterioration. If circumstances happened that non-compliance with the 

storage and transportation environment condition that may pose higher risk to product 

recall, the WDL holder should have shoulder the responsibility to trace and identify 

which kinds of products has been affected. Liaison with the users or even report to the 

DH is required. 

 

WDL holders and pharmaceutical distributors should form the track and trace 

procedure in the pursuit of identifying the use of the appropriate traceability tools, for 

example, barcode, QR code, RFID, and etc, throughout the operational processes to 

identify the product status for adverse event handling and recall. Risk management is 

critical to identify and apply control measure to the risk of any adverse event and recall 

by evaluating the acceptable risk in distribution operation. A WDL holder of the 

distributor may consider increasing the scope of recall and using a powerful traceability 

tools to lower the risks. However, it could be rather costly. And therefore, effective risk 
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managements can be better prepared by the pharmaceutical distributors for any kinds 

of adverse events and recall. 

 

3.1.1 Nature of Business of the Pharmaceutical Distributing Companies 

 

It is studied that fourteen companies are the local pharmaceutical distributing 

companies specializing in medicine and pharmaceutical products. All of those 

companies are SMEs with which has staff numbers ranging from 11 – 50 staffs. The 15 

companies will be allocated with an alphabetical number and provided with basic 

information of their business nature, services and specialization accordingly. 

Recommendations will be followed on common findings concerning on-site 

assessment. 

 

Company A 

It is a leader in pharmaceutical and medical device distribution in Hong Kong 

and specializing in promoting and introducing new medical technology to the 

local medical community by sponsoring and participating in different medical 

conferences and initiating local clinical studies 

 

Company B 

It is a pharmaceutical distribution company founded in Hong Kong by a team of 

the pharmaceutical industry professionals, specializing in the distribution and 

marketing of 1st to market generics and bio-pharmaceuticals. 
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As a widely recognized pharmaceutical distribution company in Hong Kong, 

their products are mainly sold and distributed to dispensing doctors, 

pharmacies, drugstores, and public and private hospitals. The company 

mentioned during the assessment that it is devoted to providing the decent 

services and quality products to the needed customers through their teams. 

 

Company C 

Its business is an international leader in marketing and distribution of chemicals 

throughout the world. The company targets to be a leading position 

pharmaceutical distribution company in global aspect and its trading is based 

on various combinations of technical skill, market knowledge and commitment 

to customer and supplier satisfaction.  

 

The company specializes in pharmaceutical, veterinarian, food and feed 

ingredients. China is one important market for this company, accounting the 

origin of 70% of the products they are trading worldwide and Asia. It would be 

a large market region where it is densely populated.  

 

 

Company D 

This company is one of the most noticeable pharmaceutical distributing 

companies that shows a rather good practice and follow the Code of Practice 
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to a large extent. They mentioned they prioritise three core elements to the 

daily operations. They are quality, value and service. They have a set of criteria 

for selection of products, which is basically, follow the Code of Practice. After 

sales follow-ups are found, it is important to ensure the quality of 

pharmaceutical products and in case any complaints. Putting the attributes into 

practice is crucial for customer satisfaction and safety concern. 

 

In terms of business, it specializes in the marketing and distribution of drug and 

health care products. They have their own professional pharmacists and 

experienced pharmaceutical experts. It is important to understand that paying 

special attention to product quality in the selection of product. This company 

only considers market products which are produced by manufacturers with 

current Good Manufacturing Practices (cGMP) standard - the worldwide 

accepted quality standard for pharmaceutical manufacturing. 

 

In terms of services, distribution services and capabilities, they have 

categorized the services in three major categories. They are logistics, financial, 

sales and marketing.  

 

Regarding logistics, goods collection and receipt, warehousing, delivery, goods 

return management are included.  
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For financial part, ordering and payment, invoicing, credit control and debt 

collection are listed out.  

 

With regard to the aspect of sales and marketing, handling product registration 

and other legal requirements, formulating marketing strategy and brand 

management, planning and execution of advertising and promotion programs, 

making sales and order taking. 

 

From the above categorization of practice, it can be seen that systematic 

management is reflected in the company. As mentioned by the Code of Practice, 

any systematic documentation and clear instructions for staff is important to 

keep the pharmaceutical products as safe as possible. No doubt, more safety 

measures are always welcome to the interests of customers. 

 

Company E 

The company has reservation in disclosing the relevant information other than 

the on site assessment findings. 

 

 

 

Company F 

It is a distributor of pharmaceuticals, medical devices and health products in 

Hong Kong and Macau. It is one of the largest pharmaceutical distributors in 
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Hong Kong. This company has been being active in the provision of quality 

products and professional services in various therapeutic areas. Their products 

distribution network covers different segments and institutions including 

private and government hospitals, private and government clinics (including 

dental, podiatry and veterinary clinics), health groups, as well as community 

pharmacies and chain stores. They have collaboration with worldwide quality 

partners and devote our human and financial resources in building their brands 

together in the territory. Partnership with sizable retailers and relationship 

bonding is one of the key success factors for this company to be a larger scale 

when compared to the other pharmaceutical distributors. 

 

 The company employs high calibre sales force to work under different working 

environment. They reported their company is governed with systemic and 

transparent policies.  

 

Apart from knowing-how in sales and marketing activities. They are also 

equipped with first-rated logistic facilities to store and distribute products. This 

relies on having a team of qualified regulatory specialists to handle product 

registrations and pharmacovigilance as well. 

Company G 

The company has its business by distributing their products to healthcare 

outlets in Hong Kong, Macau and countries in the South East Asia. 
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Supplying cosmeceutical skin care, aesthetic, medical device as well as 

pharmaceutical products to multi-distribution channels, this as pharmacy chain, 

clinic, health centre and hospital is the primary focus of this company. 

 

They offer services that include selling, marketing, product registration, 

logistics and private label solution to the market. Market assessment, consumer 

promotion, sales analysis & marketing planning are also presented in the 

company. 

 

 Company H   

The company has been specializing in supplying chemicals and pharmaceutical 

raw materials to the distributors and end users of various sectors in Hong Kong, 

China and other parts of Asia. The company has a range of products applied in 

different sectors, ranging from cleaning disinfectant, industrial chemical, food 

chemical, cosmetic raw materials, to pharmaceutical chemicals & supplies.  In 

recent years, the company has been emphasizing its business reaching into 

China to further meet the needs of the growing Chinese market with offices in 

different cities & production plants setup in Hong Kong and Mainland China. 

 

For the products of this company, three major types are presented. 

• Chemical & Pharm Raw Material 

o General Chemical 

o Pharmaceutical Raw Material 



 

 32 

o Accessories 

o Disinfectant & Cleaning Agent 

• Essential Oils & Floral Water 

o Essential Oils 

o Carrier Oil 

o Floral Water 

o Natural Extracts 

• Cosmetic Raw Material 

o Unblended Raw Material 

o Mask Powder & Mineral Clay 

o Toiletry Bases & Soaps 

 

It can be seen that this company has products which are not sell to consumer 

in the pharmaceutical market 

 

Company I 

The company is specializing in the distribution of pharmaceutical products. 

With its growth in business, the current product portfolio has been crossed to 

different areas, including consumer healthcare, medical and traditional Chinese 

medicines. They reported that “value to price” is the key for business partners 

and customers in the pharmaceutical and consumer healthcare sectors, 

especially the Greater China region. 
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For sales and marketing, they have customized solutions for the customers, 

based on distribution support, customer profiling, strategic market 

segmentation, and targeting and channel management.  

 

For distribution and logistics, the company has certified with the international 

standard of ISO 9001:2008 and GSDP (Good Storage & Distribution Practice), its 

warehouse and distribution operations are validated for temperature 

monitoring and temperature tracking for goods in transit. 

 

To optimize the supply chain management, the company is also supported by 

the ERP (Enterprise Resources Planning) system operated on SAP architecture, 

providing a more comprehensive data mining, analysis, reporting and 

distribution support to our various operational teams and customers alike this 

as Hospital Authority. 

 

For regulatory support, the compliance and protocols are serious undertakings 

that require a dedicated regulatory affairs team led by a team of the company 

in-house professionals. The team will conduct assessment functions including 

product registration and renewal, dossier maintenance and updating, 

pharmacovigilance reporting, and clinical trials liaison. 
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The company is also able to provide the principals with a well-established 

protocol to a swift handling of regulatory work and early stage clinical trial 

liaison too. 

 

Generally speaking, this company shows a good practice in the supply chain 

management. 

 

Company J 

The product line includes a wide range of pharmaceutical, diagnostic, medical 

and consumer products in Hong Kong, Macau and China. 

 

The business areas for their pharmaceutical products are widely in Hong Kong, 

Macau & China areas. Target customers include hospitals, medical practitioners 

and dental clinics, pharmacies, nursing homes, laboratories, department stores 

and veterinary clinics. 

 

 

Company K 

The company has reservation in disclosing the relevant information, other than 

the findings regarding on-site assessments. 

 

Company L 
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The company was founded in Hong Kong, headquartered in one of the countries 

in Asia. It is a multinational company specializing in consumer markets. The 

business areas include are mainly in Asian market, engaging in the marketing 

and selling of products to work together in partnership with major pharmacies, 

supermarkets, chain stores, department stores and other retailers. 

 

Company M 

The company specializes in medical equipment, skin care product, 

pharmaceutical preparation, health food, medicinal herbs. The major markets 

include Africa, Australasia, China, Eastern Europe, North America, Southeast 

Asia, and Western Europe. 

 

Company N 

The company has adopted various relevant policies and trade advantages of 

Hong Kong Free Trade Port. It still limits the traditional format of local sales in 

Hong Kong. The company reported that, due to the high operating costs of 

operating areas and manpower in Hong Kong, in order to keep the price as low 

as possible and reduce the burden on patients, the company has strategy for 

on its own.  

 

Company O 
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The company plays actively in the pharmaceutical lines in Hong Kong, Macau 

and China, as well as medical equipment in the China market. It carries out own 

promotion, distribution and warehousing.  

 

Major business areas of the company include Australasia, China, Eastern Europe, 

Hong Kong, Korea, North America, Scandinavia, and Western Europe. For the 

pharmaceutical products, they supply medical equipment, this as trolley 

(hospital use), patient monitoring system, ventilators, ECG machines, hearing 

screening devices, pulse oximeter & disinfecting systems, storage system, and 

etc.   

 

3.2 On Site Assessment Findings 

 

In this session, on site assessment findings of each company will be tabulated. The 

purpose of the table is to present whether the company in real world practice is 

following the Code and if it misbehaves in terms of pharmaceutical operations and 

managements.  

 

3.2.1 Assessment Methods 

 

This assessment is organized to conduct comprehensive review on the current and 

common business operation of the industry. The 15 participating companies offer a 

wide coverage of most, if not all, industry practice. Various factors company size, 
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operational model, types of pharmaceutical products are taken into consideration. The 

pharmaceutical product distributors are invited directly by the project team through 

either email or by post, through either email or by post, through the contacts available 

on the website of Drug Officer, Department of Health. Conducting audits by the team 

would be performed at the participating companies by documentation review and site 

visits. The observations made can enable effective analysis on the common operational 

practice of the industry, and the weakest aspect of the pharmaceutical products 

distributors would be highlighted. The corresponding recommendations can thus be 

made and complied, this as the technology application for environmental monitoring, 

flexibility control on various stage and product control areas, highlights of required 

document, etc. 

 

For criteria to be considered, the team would try to select the companies covering 

different combination of as listed in the below table, for better understanding of 

different constraints experienced by different companies, and thus maximizing the 

assessment effectiveness. If there are more than one company achieving the same 

combination of the below selection criteria, it is expected that the company 

distributing more products in terms of quantity will be considered to be selected for 

assessment, as more comprehensive operation procedures may be involved and to be 

reviewed during the assessment. 

 

The criteria are as follows, 
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1. Company size 

2. Operational process, including cold chain, logistics team, warehouse, secondary 

packaging and importation 

3. Types of pharmaceutical products being distributed, this as capsule/tablet, 

syrup/suspension, injection, inhalants/sprays, gel, cream/ointment, powders, 

transdermal patch, suppositories, and etc. 

4. Related permit/ certification/ license (this as antibiotics permit, authorized 

sellers of poisons, licensed pharmaceutical manufacturers, etc.) (companies 

with or without these permits/ certifications/ license may be selected, to serve 

as a reference and comprehensive view on whether the compliance of other 

guidelines will bring advantages in operational process compliance level to the 

Code of Practice), etc. 

 

It is expected that these experiences sharing from the industry could have provided 

clues for the sectors as reference to improve the standards. 

 

 

3.2.2 Findings on the Companies  

 

This part lists out the companies discussed in the previous session that have been 

conducted with audit and assessment. Findings and recommendations will be 

thoroughly examined regarding whether the companies complying each clause of the 

Code.     
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A WDL holder shall furnish any information relating to 
its license as reasonably required by the Committee. 

1.1 

 Almost all companies have this practice 
(93%). 

 / 

A WDL holder shall nominate in writing a person to 
take charge of poisons and/or pharmaceutical 
products. 

1.2 

 Nearly two-third (64%) of the participated 
companies has this practice. 

 Most companies just nominate the person, 
but without any written record to show 
this nomination. Also, does "being 
registered in DH" represent "nominated in 
writing"?  

 The practice of writing down the 
person in charge and deputy in the 
certificate is enough to satisfy the 
CoP, but the best practice would be 
including the person in the Standard 
Operation Practice.  

 WDL holder is not equal to PIC. 

 The company shall write a document 
to nominate a person to take charge 
of poisons and pharmaceutical 
product." 

A WDL holder may nominate in writing one or more 
deputies to act during the temporary absence of the 
person in charge 

 

 Very little companies (27%) are able to 
nominate acting person during the 
temporary absence of the person in 
charge. 

 Others are not applicable to this practice. 

 / 

A WDL holder shall obtain approval from the 
Committee prior to any change in the person in charge 
of the poisons and/or pharmaceutical products or his 
deputies and the Committee shall not approve the 
change unless it considers the person nominated fit 
and proper. 

 

 Very little companies (27%) have this 
practice. 

 Company may not encounter this 
change in the past, but if in future it 
happens, there can be room for 
improvement. This requirement can 
be stated in QM/STANDARD 
OPERATION PRACTICE and add 
"company will proceed the 
procedure according to COP" 
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A WDL holder shall notify the Committee in writing of 
any change in its proprietor, partner(s) or director(s) 
within one month from the date of change. 

1.3 
 One-third of the companies (33%) have 

this practice. 

 Others are not applicable to this practice. 

 / 

A WDL holder shall not sell or deal in any listed 
psychotropic substances set out in Appendix A unless 
under the supervision of a registered pharmacist. 

1.4 
 One-third of the companies (33%) have 

this practice. 

 Others are not applicable to this practice 

 / 

A WDL holder shall ensure that all activities relating to 
pharmaceutical products or poisons are conducted in 
a manner that complies with applicable legislation and 
the Code. 

1.5 

 A majority of the companies (87%) have 
these practices. 

 / 

A WDL holder shall provide designated storage facility 
for storing pharmaceutical products. All storage 
facilities of pharmaceutical products shall be approved 
by the Committee prior to the commencement of use. 

2.1 

 Nearly all companies have this practice 
(93%). 

 / 

A WDL holder shall ensure that the storage facility is 
commensurate with or suitable for the amount and 
nature of the pharmaceutical products handled. 

 

 80% of the companies have this practice. 

 Some companies have the small storage 
area. Products of quarantine were placed 
outside the corridor. 

 Companies should define the 
quarantine area on their floorplan, 
and place all the products (to be 
checked) in the quarantine area.  

 Consider the size of the storage area 
(like the area for quarantine can be 
bigger) 

Precautions shall be taken to prevent unauthorized 
persons from accessing the storage area of 
pharmaceutical products.  

2.2 

 80% of the companies have this practice. 

 A minority of companies have no written 
requirements on the entry authority.  

 Some companies may not able to figure 
out how "unauthorized persons" is 
interpreted? 

 Companies should have procedure 
documents to clearly state who are 
authorized to enter the storage area.  
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All Part I poisons shall be properly locked in the storage 
facility. 

2.3 
 80% of the companies have this practice. 

 Some companies perform key locked in 
storage area. 

 / 

Poisons shall only be kept in a container impervious to 
the poison stored and sufficiently stout to prevent 
leakage from the container arising from the ordinary 
risks of handling.  

2.4 

  80% of the companies have this practice. 
 

 / 

Radioactive materials, dangerous drugs, psychotropic 
substances and cytotoxic drugs shall be stored subject 
to the implementation of appropriate additional safety 
and security measures. 

2.5 

 40% of the companies have this practice.  / 

Storage areas of poisons and/or pharmaceutical 
products shall have adequate lighting facilities and 
ventilation. 

2.6 
 Nearly all companies (93%) have this 

practice. 

 / 

Toilet facility shall not be connected directly to the 
storage area of pharmaceutical products. 

2.7 
 Nearly all companies (93%) have this 

practice. 

 / 

No food shall be stored in those parts of the premises 
where poisons and/or pharmaceutical products are 
stored. 

2.8 

 80% of the companies have this practice. 

 Some companies have written down that 
no eating shall be allowed and it provided 
a clear clue for auditors to check. 

 Signage can be added for "No Eating 
shall be allowed" 

Pharmaceutical products shall be stored off the 
ground and away from direct sunlight and suitably 
spaced. 

2.9 
 80% of the companies have this practice. 

 The products to be sent out are not 
properly stored off the ground. 

 Companies should try to off the 
ground during out-going stage.  
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Measures shall be taken to prevent contamination of 
pharmaceutical products and mixing up of different 
products. There shall be segregated storage areas for 
different categories of pharmaceutical products, 
namely products in quarantine and products released, 
rejected, returned, or recalled. The different products 
and areas concerned shall be appropriately identified. 

2.10 

 80% of the companies have this practice. 

 There is no defined and designated 
quarantine area due to the limitation of 
floor area. 

 Some companies have no Floor plan and 
missing quarantine area and products 
released area. 

 

/ 

Storage facility shall be maintained at a temperature 
and humidity within the range specified in the storage 
instructions of the pharmaceutical products kept.  

2.11 

 For self-owned trucks, there are no records 
on temperature mapping, but the 
company claimed that they have 
performed related testing to ensure 
meeting the requirements. 

 For temperature mapping, it is 
necessary to perform it annually.  

 The companies shall generate a 
reference list of required storage 
condition of all pharmaceutical 
products 

A WDL holder shall measure the temperature and 
humidity at different locations of the storage facility to 
ensure uniformity across the area. Based on the 
readings obtained, calibrated thermometer, 
hygrometer or equivalent equipment shall be placed in 
those location(s) of the storage facility with the highest 
fluctuation in temperature and humidity for daily 
monitoring of the storage condition. The monitoring 
records, this as the daily maximum and minimum 
temperature and 
humidity, shall be kept. The equipment shall be 
calibrated at defined interval for the required 
operating range and the calibration records shall be 
maintained. 

 

 93% of the companies have this practice; 

 How to interpret "suitable for the amount 
and nature"  

 It is not acceptable to use thermo-
colour paper (感溫變色紙 ) for 

testing temperature (products from 
3M) as their sensitivity is not high 
enough.  
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Cold room or refrigerator for the storing of 
temperature-sensitive pharmaceutical products shall 
be installed with an alarm or alert system to alert staff 
to any temperature excursions. The alarm system shall 
be tested periodically and testing records shall be kept. 

2.12 

 40% of the companies have this practice.  Companies shall keep a testing 
record copy for at least 2 years. 

Backup power shall be available to maintain the 
storage conditions of the pharmaceutical product in 
the event of power failure. Any backup generators 
used shall be subject to periodic testing 

 

 40% of the companies have this practice.  / 

Alternative back-up plans that provide equivalent 
storage conditions and monitoring system in case of 
unavailability of backup generator or malfunction of 
the cold room or refrigerator shall be put in place. A 
WDL holder shall provide justification(s) for the 
Committee’s consideration if some other contingency 
measures are proposed to safeguard against 
inappropriate storage conditions. 

 

 40% of the companies have this practice. 

 Some companies have established 
agreement. With other companies, and 
will send products to their partners when 
there is emergency case.  

 Full disposal of all affected products 
was also a possible approach for 
alternative back-up plan. Committee 
suggested that for companies who 
adopted full disposal approach, they 
should list out the black-out duration 
for which products exceeding this 
black-out duration would be 
disposed.  

Storage facility shall be clean and free of litter and 
dust. Cleaning records shall be kept. 

2.13 

 86% of the companies have this practice.  Small scale of cleaning every week. 

 Large scale of cleaning every 2 
weeks. 

 Replace a cockroach bait to avoid 
insects every 3 months. 

There shall be pest control measures to prevent pest 
infestation. Records of any pest control measures 
taken shall be kept. 

2.14 
 Nearly all companies (93%) have this 

practice. 

/ 
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Procedures for temperature and humidity monitoring, 
cleaning, and pest control shall be audited. The audit 
records shall be reviewed regularly. In the event of 
irregularities and/or deficiencies found in the 
procedures, the causes of irregularities and/or 
deficiencies shall be investigated and any corrective 
and preventive actions taken shall be documented. 

2.15 

 About 40% of the companies have this 
practice. 

 There is no regular audit for the 
temperature and humidity monitoring 
procedure. 

 Some companies have no this procedure 
but have records. 

 Some companies conduct self-inspection 
once per two years. 

 It is a good practice that self-inspection 
shall conduct once a year. 

 Companies should perform audit on 
their procedure documents regularly 
(at least once a year) to ensure the 
existing documents are still valid. As 
for the audit records, they should be 
reviewed frequently (once per 
month). If there is a huge fluctuation 
reflected in the record, the review 
shall be conducted more frequently 
to control and check the variances. 

 It is recommended to create 
procedure documents for audit; in 
Annual Review Meeting, companies 
should list out procedures, project in 
charge shall approve and endorse 
them. 

A WDL holder shall exercise due diligence to ensure 
that pharmaceutical products are procured from 
reputable or licensed wholesalers or manufacturers so 
that the quality of the products acquired may be 
ensured. 

3.1 

 80% of the companies have this practice. 

 That no specific actions have been taken by 
the companies is prevalent.  

 Companies should still 
perform procurement from 
"licenses" wholesalers or 
manufacturers.  

 Companies should ask the 
manufacturers to provide the GMP 
certificate and check the GMP 
certificate to see if it is the most 
updated. 

A WDL holder shall exercise due diligence to ensure 
that pharmaceutical products for export can be legally 
exported to the receiving countries. 

3.2 
 87% of the companies follow this practice. / 



 

 

Clause Description 
Clause 

No. 
Findings General Recommendations 

45 

 Some companies do not set-up STANDARD 
OPERATION PRACTICE for regulating 
pharmaceutical product exporting. 

A WDL holder shall report to the DH the actual import 
and export of pharmaceutical products within 14 days 
of the arrival and departure of the shipment of the 
products upon the implementation of the DH’s online 
import/export licence issuing system. 

3.3 

 67% of the companies have this practice. / 

For pharmaceutical products imported for export 
purpose, a WDL holder shall export the products 
within 1 year from the date of importation unless 
otherwise approved by the DH. 

3.4 

 Two-third (66%) of the companies 
reported they have taken this practice 

 Many companies claimed impossible. It is 
because this clause is only implying for the 
pharmaceutical products imported for 
export purpose. 

/ 

Each incoming delivery of pharmaceutical products 
shall be physically checked upon receipt for tampering 
and damage. Label description, type and quantity of 
the incoming products shall be verified against the 
relevant purchase order. All pharmaceutical products 
shall be accompanied by batch release certificates or 
certificates of analysis issued by the manufacturers 
and these certificates shall be checked to ensure the 
quality of the products delivered. The checking and 
verification conducted shall be supported by 
documentary records. 

3.5 

 73% of the companies take this practice.  Companies should have 
documentation of the record to 
prove that they have conducted the 
checking. 

 AQL or any other "statically 
applicable sampling methodology" 
could be adopted, and should be 
noted in the procedure, and 
followed. Also, CoA or batch release 
certificate could be missed, and 
being replaced a letter issued by 
their supplier. DH commented that 
officially CoA or batch release 
certificate were necessary. As for 
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physical checking, the company can 
decide on a reasonable number of 
sampling and write down the 
number in the Department of Health.  

Pharmaceutical products, especially temperature 
sensitive products, shall be immediately identified 
upon receipt and stored under the storage conditions 
specified in the instructions indicated on the product 
label. 

3.6 

 87% of the companies have this practice. / 

A WDL holder who sells or supplies drugs imported 
from overseas manufacturer must make available to 
the DH within a reasonable time frame after a drug 
incident concerning this drug a batch sample of the 
drug concerned so as to enable any investigation into 
the incident required by the DH. 

3.7 

 53% of the companies have this practice. 

 Not implemented currently, but only 
implement for 2nd packaging related 
products.  

 Companies should try to have 
agreement with the 
manufacturers/wholesalers to 
provide batch sample when 
necessary, if not, companies need to 
take every measures this that 
providing batch sample to DH in 
reasonable timeframe when 
necessary. If the company would like 
to maintain the batch sample by 
themselves, they need to keep it for 
at least 2 years after expiry date.  

Periodic stock reconciliation shall be performed by 
comparing the actual and recorded stock. Significant 
stock discrepancies shall be investigated to ensure that 
there has been no mixing up, incorrect issue and/or 
misappropriation of pharmaceutical products. 

3.8 

 Around 60% of the companies have this 
practice. 

 There is no record found for stock 
checking.  

 In some companies auditing, STANDARD 
OPERATION PRACTICE auditors cannot find 
any clause stated that the company should 

 It is recommended to include 
investigation report template. 
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carry out investigation when there is 
problem 

A WDL holder must not sell or supply a poison to any 
person other than the following: 

3.9 
 80% of the companies have this practice  / 

If the product handled is a dangerous drug or an 
antibiotic, a WDL holder must also comply with the 
Dangerous Drug Ordinance (Cap. 134) or the 
Antibiotics Ordinance (Cap. 137) in its sale or supply of 
the product. 

 

    

When a verbal order for pharmaceutical products that 
contain Part I poisons, dangerous drugs or antibiotics 
is received from a purchaser, a WDL holder shall obtain 
an order in writing from the purchaser before 
completion of a sale of Part I poisons, dangerous drugs 
or antibiotics in order to avoid ambiguity or 
miscommunication which may otherwise lead to 
wrongful delivery. 

3.10 

 80% of the companies reported they have 
this practice. 

 Companies only perform the initial 
checking on doctor's 
qualification/certificates, but not regularly 
checking. Some companies only cross 
check with the companies’ names, but do 
not require their clients to provide 
company chop and signatory.  

 Industry practices normally accept 
confirmation in email or instant 
message format this as WhatsApp. 

A WDL holder may accept an order of medicines placed 
by a representative of the purchaser but shall exercise 
due diligence to ensure the authenticity of the order 

 

 Many companies do not prepare a list of 
email or contact of buyer to verify the 
diligence nor attaching a signed PO when 
placing order. 

 When asking how to ensure the 
email address (with different domain 
name) were sent on behalf of the 
purchaser, it was recommending to 
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still register all possible emails, 
before confirming the order.  

 For how to exercise due diligence to 
ensure the authenticity of the order: 
For every purchase, there should be 
a written order and the company 
shall take actions to prove the due 
diligence. WhatsApp is acceptable, 
but the company should have 
documentation to keep as the 
written prove.  

Particulars of registered pharmaceutical products sold 
or distributed in Hong Kong shall correspond exactly 
with those registered with the Pharmacy and Poisons 
Board. 

3.11 

 87% of the companies take this practice. / 

A WDL holder shall not supply pharmaceutical 
products with broken seals, damaged packaging, 
suspected tampering or contamination or which have 
been stored in undesirable storage condition and shall 
properly segregate this products. Should this a defect 
exist, a WDL holder shall investigate into the cause of 
the defect, take relevant corrective and preventive 
measures and document the measures taken? 

3.12 

 80% of these companies take this practice. 
 

 As for "relevant corrective and 
preventive measures and document 
the measures taken", companies 
should prepare the relevant 
measures and documents even 
though the accident has not yet 
happened.  

Pharmaceutical products shall not be supplied after 
their expiry dates or at a time that is so close to their 
expiry dates that the pharmaceutical products will 
soon expire by the time of consumption. 

3.13 

 Most companies (80%) have this practice. 

 Usually if companies supply products close 
to the expiry date, the clients usually not 
accept this arrangement.  And usually the 
client will sign the sales receipt, which 

 For situations that some companies 
would not supply products after 
expiry date in operation practices, it 
is recommended that the companies 
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implies they have accepted the product 
close to the expiry date.  

should write down in STANDARD 
OPERATION PRACTICE. 

A system shall be in place to ensure that the 
pharmaceutical products will be distributed on a “first 
expired first out” (FEFO) basis. Exceptions may be 
justified provided that adequate controls are in place 
to prevent distribution of expired products. 

3.14 

 73% of the companies have this practice.  

 For 2nd packaging products, it should be 
'First In First Out", but now for products 
under the scope of CoP, the company need 
to adopt "First Expired First Out". Some 
companies wrote down "FIFO" in the 
document.  

 Some companies do not use the term FEFO 
listed in the CoP. However it is necessary 

 It is found that some companies having 
products are distributed according to First 
in First out (FIFO) but it should be First 
Expired First Out(FEFO)  

 Companies should review their 
current process and update their 
procedure documents, as well as 
ensuring products are distributed 
based on FEFO basis, but not 
depending on the in-coming date. 
For exceptional cases, Steering 
Committee has recommended to 
record any justifications, this that 
showing to DH that adequate 
controls are in place to prevent 
distribution of expired products.  

 It is recommended that companies 
should emphasize on First Expired 
First Out (FEFO). 

A WDL holder shall not consign any poison for 
transport unless the poison is sufficiently stoutly 
packed to avoid leakage arising from the ordinary risks 
of handling and transport. 

3.15 

 Two-third of the companies (66%) have 
this practice 

 Companies should know the ways to 
interpret "sufficiently stoutly packed 
to avoid leakage" in accordance with 
Code of Practice. 

Pharmaceutical products shall be transported in this a 
manner that will: a. ensure their identification; b. avoid 
contamination of the products; c. protect the products 
from spillage, breakage or theft; d. avoid exposure of 
the products to unacceptable heat, coldness, light, 

3.16 

 A majority of the companies (87%) take 
this practice. 

 / 
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moisture or other adverse conditions and infestation 
by microorganisms or pests. 

A WDL holder shall make arrangement with their 
transportation agents to ensure that delivery of 
pharmaceutical products will be carried out in a safe 
and secure manner and the pharmaceutical products 
will be kept in appropriate storage conditions during 
transportation, especially where the products 
delivered are dangerous drugs, psychotropic 
substances or products need to be kept under cold 
chain management. 

3.17 

 73% of the companies have this practice. 

 Some companies have made an agreement 
for the logistics supplier for recording and 
auditing purpose. Committee suggested 
that this point should be emphasized in the 
guidebook as the practice is less common 
within the industry.  

 No written requirements to logistic 
supplier.  

 It would be the best to provide 
written guidelines to the 
transportation party, and conduct 
regular audit (with record) to see 
they have performed in compliance 
with the requirements. Agreement 
shall also be made with the 
transportation agent listing out all 
the details for the agent to follow: 1. 
Transportation time 2. Critical 
instructions. Hard copy should be 
given to the agent as record. Emails 
are acceptable as long as they can 
acknowledge that the company has 
done the procedures.  

All returned pharmaceutical products shall be 
segregated from the saleable stock 

3.18 
 80% of the companies take this practice.  / 

Pharmaceutical products returned from the market 
shall be destroyed unless a risk assessment has been 
carried out to ensure the appropriateness for the 
reissue or reuse of this products. The risk assessment 
shall be carried out in accordance with a written 
procedure and shall take into account the nature, 
condition and history of the product returned, the 
special storage conditions required, and the time 
elapsed since the product was issued. 

3.19 

 60% of the companies take this practice. 

 Some companies have good practice that 
they will dispose the returned goods 
immediately when receiving returned 
goods. 

 It is recommended that companies 
should consider having direct 
disposal if returned goods/ 
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All handling of returned pharmaceutical products 
including their return to saleable stock or disposal shall 
be approved by the person in charge of poisons or 
pharmaceutical products and be recorded. 

3.20 

 80% of the companies take this practice.  "Person in charge" here means the 
PIC written down in the WDL. If PIC is 
absent, it shall be approved by 
deputy of PIC. The company can have 
more than one deputy.  

Pharmaceutical products intended to be destroyed 
shall be handled in accordance with relevant 
legislations and guidelines, if any, issued by the 
Environmental Protection Department. A WDL holder 
shall notify the DH in advance of the destruction and, 
where the destruction is of dangerous drugs, the 
destruction shall be witnessed by a pharmacist of the 
DH. Record of destruction of pharmaceutical products 
shall be kept for inspection and investigation by the 
DH. 

3.21 

 80% of the companies take this practice. 

 Not every operation has procedure 
documents.  

/ 

All operation procedures and records related to the 
handling and control of pharmaceutical products shall 
be reviewed regularly and documented. In the event 
of irregularities and/or deficiencies found in the 
operation procedures and record keeping, the causes 
of irregularities and/or deficiencies shall be 
investigated and corrective and preventive measures 
shall be taken and documented. 

3.22 

 Almost half of the participated companies 
(47%) have taken this practice. 

 Some companies have not regularly 
reviewed their procedures and records.  

 It is observed that some companies may 
not have all documents, though they 
would do it operationally. 

 

 For the company does not have any 
documents, however, according to 
3.22, all operation procedures must 
be listed out. "Regularly" here means 
once a year.  

A WDL holder shall provide all documentation related 
to the licensed activities, including those required in 
the Code, for inspection when required by the DH. 

4.1 
 87% of the companies take this practice.  / 

A WDL holder shall keep record of all transactions of 
Part I poisons or pharmaceutical products 

4.2 
 87% of the companies take this practice.  / 
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There shall be a separate entry in the record for each 
Part I poison or pharmaceutical product and every 
transaction shall be recorded within 72 hours after the 
time it took place. 

 

 87% of the companies take this practice.  / 

All records of transactions must be in the specified 
form (see Appendix B) unless the Committee approves 
another system of recording. 

 
 Most companies (87%) take this practice.  / 

Records of sales or supplies maintained under 
Pharmacy and Poisons Regulations shall be supported 
by documents signed by the purchaser. In the case of 
an import or export transaction, a WDL holder must 
retain all shipping and other documents supporting 
the transaction. 

 

 Most companies (87%) take this practice. 

 For re-export business and B2C business, 
company reflected that it is hard to collect 
the signed sales record.  

/ 

A WDL holder shall collect the signed receipts of sale 
or supply of Part I poisons or pharmaceutical products 
within 72 hours after the transaction. 

4.3 
 80% of the companies take this practice / 

Electronic record may only be used if it can be readily 
retrieved and printed out for inspection. 

4.4 
 87% of the companies take this practice. / 

A WDL holder shall retain the supporting records and 
documents for each transaction of Part I poisons or 
pharmaceutical products, which include but are not 
limited to invoice, written order, signed receipt, 
import and export licence, import and export 
declaration form, batch release certificate and 
certificate of analysis. 

4.5 

 87% of the companies take this practice.  / 

A WDL holder shall state the batch number of the Part 
I poisons or pharmaceutical products supplied in the 
invoice for the transaction. 

4.6 
 87% of the companies take this practice. / 
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All books or other form of records and documents 
required to be kept or retained by a WDL holder shall 
be preserved in the premises in which the transaction 
recorded took place. For a period of 2 years from the 
date of the last entry therein; or b. in relation to a 
certificate or document, for a period of 2 years from 
the date of the transaction. 

4.7 

 Most companies (80%) take this practice.  Some companies list clearly (2 years) 
in the documents as stated in the 
Code of Practice.  

Any other records and documents mentioned in the 
Code shall be kept or retained by a WDL holder for at 
least two years from the date of completion of the 
record or document. 

4.8 

 Nearly two-third (60%) of the companies 
has taken this practice. 

 Some companies do not conduct 
review, it should be included in 
Annual Meeting 

Records and documents required to be maintained 
under the Code shall be reviewed regularly. In the 
event of irregularities and/or deficiencies found in 
maintaining the records and documents, the causes of 
irregularities and/ or deficiencies shall be investigated 
and any corrective and preventive actions taken shall 
be documented. 

4.9 

 Company do not have common practice to 
review documents and records regularly.  

 The documents shall be written 
within 72 hours and keep for at least 
2 years. Companies should review 
their documents and records 
monthly, while maintaining the 
review records accordingly. But the 
company can list a reasonable 
timeframe in the DoP.  

A WDL holder shall carefully review all the documents 
before their proper disposal to avoid mistaken 
destruction. 

4.10 

 80% of the companies take this practice  How to interpret "carefully review" 
under the requirements in CoP: It 
would be the best to have written 
record on document disposal, with 
somebody to approve this action.  
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A WDL holder shall carefully investigate and document 
any complaints and information concerning potentially 
defective pharmaceutical products supplied. In case of 
a complaint or problem of pharmaceutical products 
that leads to a recall, a WDL holder shall report the 
recall to the DH where the recall is not initiated by the 
DH and implement the recall as instructed or endorsed 
by the DH 

5.1 

 73% of the companies take this practice. 

 No documentation of complaint cases.  

/ 

If a WDL holder is also the registration certificate 
holder of a pharmaceutical product, the WDL holder 
shall closely liaise with the local or overseas 
manufacturer of the product and promptly report any 
significant changes or conditions which may affect the 
safety, efficacy 
or quality of the pharmaceutical products to the DH 
once notification of this changes or conditions from 
the manufacturer is received. 

5.2 

 73% of the companies take this practice / 

Once a WDL holder is made aware of an Adverse Drug 
Reactions (ADR) related to the products it has 
supplied, it shall investigate into, document and report 
the same to the Pharmacovigilance Unit of the DH in 
accordance with the “Guidance for Pharmaceutical 
Industry – Adverse Drug Reaction Reporting 
Requirements 

5.3 

 80% of the companies take this practice.  It is recommended that companies 
should enrich STANDARD 
OPERATION PRACTICE10 to perform 
adverse drug reactions (ARD). 
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3.2.3 Short Conclusion  

 

Companies should try to establish procedure documents based on the Code of Practice 

requirements, this that standardizing the actions to be taken within the company. 

 

For companies who would like to keep batch sample by themselves, they should keep 

it for at least 2 years after expiry date. It is acceptable to demonstrate product 

conformity via stress data. 
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Chapter 4 Enhancement of Management 

 

Pharmaceutical product distributors, as being seen from the previous chapters with 

recommendations to the observations, it of paramount importance for the WDL 

holders to follow the Code of Practice not simply because of ensuring quality of the 

pharmaceutical products but also bringing side benefits to the distributors, which could 

maintain the reputations of the companies and better competitiveness.  

 

In this session, the purpose is to allow the pharmaceutical product distributors to have 

a thorough understanding in a large context with international level of best practices, 

especially the United Kingdom and European Union Approach. The rationale of which 

is that the Code of Practice suggested in the yellow booklet has long been developed, 

consolidated and improved over decades in before the British government in Hong 

Kong and more importantly Department of Health of the HKSAR government.  

 

4.1 Guidelines on Quality Management Implementation  

 

4.1.1 Principle 

 

Wholesale distributors must maintain a quality system setting out responsibilities, 

processes and risk management principles in relation to their pharmaceutical product 

distributing activities. All distribution activities should be clearly defined and 

systematically reviewed. All critical steps of distribution processes and significant 

changes should be justified and where relevant validated. The quality system is the 

responsibility of the company’s management and requires their leadership and active 

participation and should be supported by staff commitment. 

 

4.1.2 Quality System  
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The system for managing quality should encompass the organisational structure, 

procedures and resources, as well as activities necessary to ensure confidence that the 

product delivered maintain its quality and integrity and remains within the legal supply 

chain during storage and/or transportation.  

 

The quality system should be fully documented and its effectiveness monitored. All 

quality system-related activities should be defined and documented. A quality manual 

or equivalent documentation approach should be established. 

 

The management should appoint responsible person who should have clearly specified 

authority and responsibility for ensuring that a quality system is implemented and 

maintained.  

 

The management of the pharmaceutical product distributor should also ensure that all 

parts of the quality system are adequately resourced with competent personnel, and 

suitable and sufficient premises, equipment and facilities. 

 

The size, structure, and complexity of distributor’s activities should be taken into 

consideration when developing or modifying the quality system. A change control 

system should be in place. This system should incorporate quality risk management 

principles, and be proportionate and effective.  

 

The quality system should ensure that: 

 medicinal products are procured, held, supplied or exported in a way that is 

compliant with the requirements of the Code; 

 management responsibilities are clearly specified; 

 products are delivered to the right recipients within a satisfactory time period; 

 records are made contemporaneously; 

 deviations from established procedures are documented and investigated; 

 appropriate corrective and preventive actions are taken to correct deviations 

and prevent them in line with the principles of quality risk management. 
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4.1.3 Management of Outsourced Activities 

 

The quality system should extend to the control and review of any outsourced activities 

related to the procurement, holding, supply or export of medicinal products. These 

processes should incorporate quality risk management and include: 

 Assessing the suitability and competence of the contract acceptor to carry out 

the activity and checking authorization status, if required; 

 Defining the responsibilities and communication processes for the quality-

related activities of the parties involved; 

 Monitoring and review of the performance of the contract acceptor, and the 

identification and implementation of any required improvements on a regular 

basis. 

 

4.1.4 Management Review and Monitoring 

 

The management should have a formal process for reviewing the quality system on 

aperiodic basis. The review should include the followings, 

 measurement of the achievement of quality system objectives; 

 assessment of performance indicators that can be used to monitor the 

effectiveness of processes within the quality system, this as complaints, 

deviations, changes to processes; feedbacks on outsourced activities; self-

assessment processes including risk assessments and audits; and external 

assessments this as inspections, findings and customer audits; 

 emerging regulations, guidance and quality issues that can impact the quality 

management system; 

 innovations that might enhance the quality system; 

 changes in business environment and objectives. 

 

The outcome of each management review of the quality system should be documented 

in a timely manner and effectively communicated internally. 
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4.1.5 Quality Risk Management 

 

Quality risk management is a systematic process for the assessment, control, 

communication and review of risks to the quality of medicinal products. It can be 

applied both proactively and retrospectively. 

 

Quality risk management should ensure that the evaluation of the risk to quality is 

based on scientific knowledge, experience, with process and ultimately links to the 

protection of the consumer. The level of effort, formality and documentation of the 

process should be commensurate with the level of risk.  

 

4.2 Personnel 

 

4.2.1 Principle 

 

The correct distribution of medicinal products relies upon people. For this reason, 

there must be sufficient competent personnel to carry out all the tasks for which the 

wholesale distributor is responsible. Individual responsibilities should be clearly 

understood by the staff and be recorded. 

 

4.2.2 Responsible Person 

 

The wholesale distributor must designate a person as responsible person. The 

responsible person should meet the qualifications and all conditions provided by the 

legislation of the institutions and Pharmacy & Poisons Board of Hong Kong. 

 

The responsible person should fulfil their responsibilities personally and should be 

continuously contactable. The responsible person may delegate duties but not 

responsibilities. 
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The responsible person should also carry out their duties in this a way as to ensure that 

the pharmaceutical products distributors can demonstrate the Code’s best practices 

and that public service obligations are met. 

 

4.2.3 Training 

 

All personnel involved in pharmaceutical product distribution activities should be 

trained on the according requirements. They should have the appropriate competence 

and experience prior to commencing their tasks. 

 

Personnel should receive initial and continuing training relevant to their role, based on 

written procedures and in accordance with a written training programme. The 

responsible person should also maintain their competence through regular training. 

 

A record of all training should be kept, and the effectiveness of training should be 

periodically assessed and documented. 

 

4.2.4 Hygiene 

 

Appropriate procedures relating to personnel hygiene, relevant to the activities being 

carried out, should be established and observed. This procedure should cover health, 

hygiene and clothing. 

 

4.3 Storage and Equipment 

 

4.3.1 Principle 

 

Pharmaceutical product distributors must have suitable and adequate storage, 

installation and equipment, so as to ensure proper storage and distribution of medical 
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products. In particular, the storage should be clean, dry and maintained within 

acceptable temperature limits. 

 

4.3.2 Storage Premises 

 

The storage should be designed or adapted to ensure that the required storage 

conditions are maintained. They should be suitably secure, structurally sound and of 

sufficient capacity to allow the safe storage and handling of the pharmaceutical 

products. Storage should be provided with adequate lighting to enable all operations 

to be carried out accurately and safely. 

 

Medicinal products should be stored in segregated areas which are clearly marked and 

have access restricted to authorized personnel. Any system replacing physical 

segregation, this as electronic segregation based on a computerised system, should 

provide equivalent security and should be validated. 

 

Special attention should be paid to the storage of products with specific handling 

instructions as specified in national law. Special storage conditions (and special 

authorizations) may be required for these products. 

 

Receiving and dispatch bays should protect products from prevailing weather 

conditions. There should be adequate separation between the receipt and dispatch 

and storage areas.  Procedures should be in place to maintain control of 

inbound/outbound goods. Reception areas where deliveries are examined following 

receipt should be designed and suitably equipped. 

 

Unauthorized access to all areas of the authorized storage premises should be 

prevented. Prevention measures would usually include a monitored intruded alarm 

system and appropriate access control. Visitors should be accompanied. 
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The storage area should also be designed so as to afford protection against the entry 

of insects, rodents or other animals. A preventive pest control programme should be 

in place. 

 

Rest, wash and refreshment rooms for employees should be adequately separated 

from the storage areas. The presence of food, drink, smoking material or medicinal 

products for personal use should be prohibited in the storage areas. 

 

4.3.3 Temperature and Environment Control 
 

Suitable equipment and procedures should be in place to check the environment 

where medicinal products are stored. Environmental factors to be considered include 

temperature, light, humidity and cleanliness of the storage premises. 

 

An initial temperature mapping exercise should be carried out on the storage areas 

before use, under representative conditions. Temperature monitoring equipment 

should be located according to the results of the mapping exercise, ensuring that 

monitoring devices area positioned in the areas that experience the extremes of 

fluctuations. The mapping exercise should be repeated according to the results of a risk 

assessment exercise or whenever significant modifications are made to the facility or 

the temperature controlling equipment. For small storage premises of a few square 

meters which are at room temperature, an assessment of potential risks, this as 

heaters, should be conducted and temperature monitors placed accordingly. 

 

4.3.4 Equipment 

 

All equipment impacting on storage and distribution of medicinal products should be 

designed, located and maintained to a standard which suits its intended purpose. 

Planned maintenance should be in place for key equipment vital to the functionality of 

the operation. 
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Equipment used to control or to monitor the environment where the medicinal 

products are stored should be calibrated at defined intervals based on a risk and 

reliability assessment. 

 

Equipment repair, maintenance and calibration operations should be carried out in this 

a way that the integrity of the medicinal products is not compromised. 

 

Adequate records of repair, maintenance and calibration activities for key equipment 

should be made and the results should be retained. Key equipment would include for 

example for cold stores, monitored intruder alarm and access control systems, 

refrigerators, thermos hygrometers, or other temperature and humidity recording 

devices, air handling units and any equipment used in conjunction with the onward 

supply chain. 

 

4.3.5 Computerised Systems 

 

A written, detailed description of the system should be available. This should be kept 

up to date. The document should describe principles, objectives, security measures, 

system scope and main features, how the computerised system is sued and the way it 

interacts with other systems. 

 

Data should only be entered into the computerized system or amended by persons 

authorised to do so. 

 

Data should also be secured by physical or electronic means and protected against 

accidental or unauthorised modifications. Stored data should be checked periodically 

for accessibility. Data should be protected by backing up at regular intervals. Back up 

data should be retained for the period stated in national legislation but at least five 

years at a separate and secure location. 
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Procedures to be followed if the system fails or breaks down should be defined. This 

should include systems for the restoration of data. 

 

4.3.6 Qualification and Validation 

 

Pharmaceutical product distributors should identify what key equipment qualification 

and/or key process validation is necessary to ensure correct installation and operation. 

The scope and extent of this qualification and/or validation activities (this as storage, 

pick and pack processes) should be determined using a documented risk assessment 

approach. 

 

Equipment and processes should be respectively qualified and/ or validated before 

commencing use and after any significant changes e.g. repair or maintenance. 

 

4.4 Documentation 

 

4.4.1 Principle 

 

Good documentation constitutes and essential part of the quality system. Written 

documentation should prevent errors from spoken communication and permits the 

tracking of relevant operations during the distribution of medicinal products. 

 

4.4.2 General 

 

Documentation comprises all written procedures, instructions, contracts, records and 

data, in paper or in electronic form. Documentation should be readily available or 

retrievable. 
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Documentation should be sufficiently comprehensive with respect to the scope of the 

pharmaceutical distributor’s activities and in a language understood by personnel. It 

should be written in clear, unambiguous language and be free from errors. 

 

Procedure should be approved signed and dated by the responsible person. 

Documentation should be approved, signed and dated by appropriate authorised 

persons, as required. It should not be hand-written; although, where necessary, 

sufficient space is should be provided for this entries. 

 

Any alteration made in the documentation should be signed and dated; the alteration 

should permit the reading of the original information. Where appropriate, the reason 

for the alteration should be recorded. 

 

Documentation should be retained for the period stated in national legislation but at 

least five years. Personal data should be deleted or anonymised as soon as their storage 

is no longer than necessary for the purpose of distribution activities. 

 

Each employee should have ready access to all necessary documentation for the tasks 

executed. 

 

Attention should be paid to using valid and approved procedures. Documents should 

have unambiguous content; title, nature and purpose should be clearly stated. 

Documents should be reviewed regularly and kept up to date. Version control should 

be applied to procedures. After revision of a document a system should exist to prevent 

inadvertent use of the superseded version. Superseded or obsolete procedures should 

be removed from workstations and archived. 

 

Record must be kept either in the form of purchases/ sales invoices, delivery slips or 

on computer or any other form, for any transaction in medicinal products received, 

supplied or brokered. 
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Records must include at least the following information for best practices: date; name 

of the medicinal product; quantity received, supplied or brokered; name and address 

of the supplier, customer, broker or consignee, as appropriate; and batch number at 

least for medicinal product bearing the safety features. 

 

Records should be made at the time each operation is undertaken. 

 

4.5 Operations  

 

4.5.1 Principle 

 

All actions taken by pharmaceutical distributors should ensure the identity of the 

medicinal product is not lost and that the wholesale distribution of medicinal products 

is performed according to the information on the outer packaging. The pharmaceutical 

product distributors should use all means available to minimise the risk of falsified 

medicinal products entering the legal supply chain. 

 

Take European Union as an instance, all medicinal products distributed in the EU by a 

wholesale distributor must be covered by a marketing authorisation granted by the EU 

or by it member state. 

 

Any distributor, other than the marketing authorisation holder, who imports a 

medicinal product from another member state must notify the marketing 

authorisation holder and the competent authority in the member state to which the 

medicinal product will be imported of their intention to import that product. All key 

operations described below should be fully described in the quality system in 

appropriate documentation. 

 

4.5.2 Qualification of Suppliers 

 



 

 67 

Pharmaceutical product distributors must obtain their supplies of medicinal products 

only from persons who are themselves in possession of a pharmaceutical product 

distribution authorisation, or who are in possession of a manufacturing authorisation 

which covers the product in question.  

 

When entering into a new contract with new suppliers the pharmaceutical distributor 

should carry out “due diligence” checks in order to assess the suitability, competence 

and reliability of the other party. Attention should be paid to: 

 

 The reputation or reliability of the supplier; 

 Offers of medicinal products more likely to be falsified; 

 Large offers if medicinal products which are generally only available in limited 

quantities; and 

 Out-of-range prices. 

 

4.5.3 Storage 

 

Medicinal products and, if necessary, healthcare products should be stored separately 

from other products likely to alter them and should be protected from the harmful 

effects of light, temperature, moisture and other external factors. Particular attention 

should be paid to products requiring specific storage conditions. 

 

Incoming containers of medicinal products should be cleaned, if necessary, before 

storage.  

 

Warehousing operations must ensure appropriate storage conditions are maintained 

and allow for appropriate security of stocks. 

 

Stock should be rotated according to the “first expiry, first out” (FEFO) principle. 

Exceptions should be documented. 
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Medicinal products should be handled and stored in this a manner as to prevent 

spillage, breakage, contamination and mix-ups. Medicinal products should not be 

stored directly on the floor unless the package is designed to allow this storage (this as 

for some medicinal gas cylinders). 

 

Medicinal products that are nearing their expiry date/ shelf life should be withdrawn 

immediately from saleable stock either physically or through other equivalent 

electronic segregation. 

 

Stock inventories should be performed regularly taking into account national 

legislation requirements. Stock irregularities should be investigated and documented.  

 

4.5.4 Destruction  

 

Medicinal products intended for destruction should be appropriately identified, held 

separately and handled in accordance with a written procedure. 

 

Destruction of medicinal products should be in accordance with national or 

international requirements for handling, transport and disposal of this products. 

 

Records of all destroyed medicinal products should be retained for a defined period. 

 

4.6 Complaints, Returns, Suspected Falsified Medicinal Products 

and Medicinal Product Recalls 

 

4.6.1 Principle 

 

All complaints, returns, suspected falsified medicinal products and recalls must be 

recorded and handled carefully according to written procedures. Records should be 

made available to the component authorities. An assessment of returned medicinal 
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products should be performed before any approval for resale. A consistent approach 

by all partners in the supply chain is required in order to be successful in the fight 

against falsified medicinal products. 

 

4.6.2 Handling Complaints 
 

Complaints should be recorded with all the original details. A distinction should be md 

between complaints related to the quality of a medicinal product and those related to 

distribution. In the event of a complaint about the quality of a medicinal product and 

a potential product defect, the manufacturer and/ or making authorisation holder 

should be informed without delay. Any product distribution complaint should be 

thoroughly investigated to identify the origin of or reason for the complaint.  

 

A person should be appointed to handle complaints and allocated sufficient support 

personnel. 

 

If necessary, appropriate follow-up actions should be taken after investigation and 

evaluation of the complaint, including where required notification to the national 

competent authorities.  

 

4.6.3 Returned Medicinal Products 

 

Returned products must be handled according to a written, risk-based process taking 

into account the product concerned, any specific storage requirements and the time 

elapsed since the medicinal products was originally dispatched. Returns should be 

conducted in accordance with the local law and contractual arrangements between the 

parties. 

 

In addition, for those medicinal products requiring specific temperature storage 

conditions this as low temperature, returns to saleable stock can only be made if there 

is documented evidence that the product has been stored under the authorised 
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storage conditions throughout the entire time. If any deviation has occurred a risk 

assessment has to be performed, on which basis the integrity of the product can be 

demonstrated. 

 

4.7 Self-Inspections 

 

4.7.1 Principle 

 

Self-inspection should be conducted in order to monitor implementation and 

compliance with practices in the Code and to propose necessary corrective measures. 

 

4.7.2 Self-Inspections 

 

A self-inspection programme should be implemented covering all aspects of the Code 

and compliance with the regulations, guidelines and procedures within a defined time 

frame. Self-inspections may be divided into several individual self-inspections of 

limited scope. 

 

Self-inspection should be conducted in an impartial and detailed way by designated 

competent company personnel. Audits by independent external experts may also be 

useful but may not be used as a substitute for self-inspection.  

 

All self-inspections should be recorded. Reports should contain all the observations 

made during the inspection. A copy of the report should be provided to the 

management and other relevant persons. In the event that irregularities and/ or 

deficiencies are observed, their cause should be determined and the corrective and 

preventive actions should be documented and followed up. 
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Chapter 5 Technology Trends  

 

5.1 Background 

 

This session aims to explore the possibilities of technological trend for warehouse/ 

inventory management. For pharmaceutical product distributors, inventory and supply 

chain management are the key components to ensure the manner with corrective and 

traceable methods for any medicinal allocation and management. 

 

Like many other industries, warehousing is being completely transformed by advances 

in technology and new workplace trends. In the same way, pharmaceutical product 

wholesalers could have the opportunities to apply these new technologies under the 

circumstance of sufficient resources, society acceptance and critically the updates of 

legislation concerning pharmaceutical industry. 

 

Inventory management plays significant role for market development with the 

assistance of technology. The operation can go smooth yet it takes a certain period of 

time for being widely adopted and become a new practice. And warehousing goes, 

related spaces like retail, supply chain management, and transportation will follow. The 

capabilities of warehouses to store, organize, track, pick and pack, and ship out 

inventory determine how efficient and effective the world’s biggest businesses can be. 

 

Moreover, as e-commerce continues to grow and add to the billion-dollar retail 

business’ bottom line, those changes are happening quickly. 

 

Business that greatly relies on warehouse management will get more understanding 

me here to know these new and emerging trends. 

 



 

 72 

Some of these trends have just come to fruition in the last year or so, while others are 

slated to make an impact in the years to come. Either way, you should be aware and 

prepared for the future of warehousing. 

 

5.2 Big Data 

 

The power of businesses to analyse massive amounts of data is matched only by their 

ability to collect it. “Big Data” is a term that refers to massively large data sets that 

businesses can analyse computationally to reveal larger patterns and trends that might 

not be obvious to the human eye. 

 

This power to collect data comes from advances in tools like barcode scanners and RFID 

scanners. Some of the biggest companies, like Amazon and Wal-Mart, use the humble 

but flexible and expanding-in-capability barcode scanner to collect information from 

every item that passes through their warehouses. 

 

Barcodes hold more data than ever before thanks to maturation in the 2D barcode 

label space, and now warehouse workers can glean valuable information like origin, 

destination, photographs, price, stock levels, and more with just the scan of the code. 

 

As a result, pharmaceutical businesses are better able to see what items are flying off 

the shelves at different times of year, how best to balance their inventory turnover 

ratio, and examine what operations could be streamlined to their fullest capacity. 

  

5.3 Wearable technology 

 

From wearable barcode scanners (on fingers, wrists, and perhaps eventually glasses) 

to devices that track movement over the course of a shift, companies are increasingly 

investing in technology that delivers them as much information as possible. 
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Big data is not only for about tracking inventory trends. If employees wear Fitbits and 

other devices, they, or even the management can see how efficiently their employees 

move around the warehouse, when they may need to take breaks, what routes they 

could take to arrive at a shelf faster, and how their automated vehicles and equipment 

can join the stream of movement without disruption. 

 

5.4 The Rise of Autonomous Machines 

 

Automatic guided vehicles (AGVs) are the next step in turning warehouses into ever-

more efficient inventory management hubs. 

 

Everything from stackers, forklifts, pallet trucks, and even inventory-carrying robots 

like Kiva and Fetch robots are revolutionizing how work gets done in warehouses. 

 

There are still quite some ways from truly autonomous machines that can pick and 

pack with the best of humanity, but advances are being made to move inventory from 

trucks to shelves, or around warehouses, around-the-clock. This boost to efficiency will 

result in untold multiplications of work output. 

 

And though these advances in technology may worry humans, it’s clear that at least in 

the near future, people will still be needed to handle more delicate tasks, as well as 

perform upkeep and oversight of the AGVs. Some occupation may be eliminated, 

necessarily; the job nature will change. 

 

5.5 Cloud Computing 

 

This seems like an obvious one—so many businesses in the modern world rely in some 

way on cloud computing and applications, from work processing to communication to 

the Internet of Things.  
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The truth is, IoT and cloud computing meant a lot less in previous years to warehouses 

than people might think. Warehouses in many cases were self-contained ecosystems 

that were primarily concerned with what was currently on their shelves, and little else. 

 

Now with the rise of a global supply chain and the need to track packages from origin 

to the doorstep, warehouses need to stay connected to every other link to the chain. 

The best way to keep everyone on the same page is to use cloud computing, which 

updates seamlessly with every barcode scan, database change, reorder, and more. 

 

5.6 Warehouse Management Technologies for the 

Pharmaceutical Industry to Adopt 

 

When it comes to warehouse management, constant evaluation and adoption of 

crucial technologies is critical so as to improve profitability and stay competitive. Today, 

warehouse managers have a wide array of technologies to choose from as they strive 

to reduce costs, improve efficiency and streamline operations. They must ensure that 

goods, materials and products flow effortlessly by optimizing their warehouse 

operations through the use of warehouse technologies.  

 

5.6.1 Machine-to-Machine Technology 

 

Over the last few years, machine-to-machine technology, or M2M, has greatly evolved 

into more Standard Operation Practice hesitated systems that help monitor and 

streamline all automation aspects of warehouse operations. When combined with 

warehouse management systems (WMS), the latest M2M systems are making it easier 

to control all equipment within the warehouse that is vital to the order fulfilment 

process. 
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This technology helps collect and trade information that provides warehouse managers 

with actionable information that can verify operational procedures and expedite 

decisions. 

 

5.6.2 Order Fulfilment Optimization Technology 

 

Every warehouse should consider introducing the latest order fulfilment technology in 

the market. Different warehouse technology solutions are available to help maximize 

order picking productivity and boost accuracy. There are two main solutions: Pick-by-

Light and Put-by-Light. These technologies help automate warehouse processes and 

offer a more efficient and lower cost solution over manual picking methods. 

 

5.6.3 Pick-to-Light Systems 

 

These systems use specific light displays to direct warehouse operators to product 

locations. They make it easier for operators to know which to products to pick and how 

many. These systems are highly flexible and the technology comes with the ability to 

plan, control and analyse volumes of orders picked. 

 

Benefits of Pick-to-Light Systems: 

 Increased picking productivity 

 Better accountability 

 Real-time product or order sorting 

 Fewer errors 

 

5.6.4 Put-to-Light Systems 

 

This technology helps direct operators how and where to allocate products in a 

warehouse for orders. These systems are highly efficient when it comes to picking from 

bulk stock. The technology is ideal for retail warehouses that deal with apparel, 
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sporting goods, personal care items, convenience foods, groceries and general 

merchandise. 

 

Benefits of Put-to-Light Systems: 

 High-speed order sorting capability 

 Lower cost operation 

 Ideal for smaller but consistent daily orders 

 Requires less floor space 

 

As new warehouse technologies evolve, Pick/Put-to-Light systems are also being 

custom designed to combine the durability needed to operate in different warehouse 

environments with the smart intelligence needed to run changing and diverse 

workflows with full transparency. The final result is technology that the people can rely 

on to meet their own distribution needs. 

 

5.6.5 Warehouse Robotics Technology 

 

New robotics technology has become one of the most sought after technologies for 

warehouse management. Leading-edge manufacturers are partnering with providers 

of warehouse management systems to create customized software and smart robots 

that help manage the movement, storage and sorting of warehouse inventory. 

 

Investing in warehouse robotics technology will highly benefit the business. With 

increasing order volumes, numerous products to navigate, highly personalized order 

packing and faster shipping requirements, robotics solutions will help you effectively 

respond to volume growth and perform more tasks with less labour and at a lower cost. 

Benefits of Warehouse Robotics: 

 Reduced operational and labour costs 

 Improved productivity 

 Higher order accuracy 
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 Faster cycle times 

 Reduced safety incidents 

 

The increasing demand for higher levels of performance and flexibility in warehouse 

robotics is stimulating some innovative product developments and early adoptions of 

mobile warehouse robotics. As a pharmaceutical management, people should choose 

robotics technology that best suits on their own needs. 

 

5.6.6 Voice Tasking Technology 

 

This is a hands-free technology that uses spoken commands for picking, putting, 

receiving, replenishing and warehouse shipping functions. This technology is almost 

similar to RF technology and is a flexible choice for order fulfilment. 

 

Benefits of Voice Tasking Technology: 

 Improved picking productivity 

 Increased picking accuracy 

 Requires less operator training 

 Improved system control 

 Real-time data analysis and communications 

 Higher ROI 

 

5.6.7 Labour Management Systems  

 

To effectively manage and control warehouse operational expenses, warehouse 

managers have to invest in labour management technologies. Measuring productivity 

can seem challenging, but investing in labour management systems helps take out the 

guesswork in this critical measurement. When combined with warehouse 

management systems, you can easily drive reductions in labour costs. 
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Training is also a critical part of warehouse management. Innovative technology to 

consider is the use of a learning management system to train warehouse operators 

regularly. These training systems are designed to be easy to use and create training 

material and structures that suit your needs. 

 

5.6.8 The Future of Warehouse Management Technology 

 

As more advanced technology is introduced for the warehousing and logistics sectors, 

it is up to warehouse managers and firms to stay updated on the latest innovations. 

Upcoming technologies like Pick-by-Vision, Electronic Data Exchange and the use of 

drones will soon become mainstream in the industry. Implementation of the right 

technologies will be key to the smooth operations of warehouses and supply chains.   
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Chapter 6 Conclusion 

 

Pharmaceutical product distributing industry is no doubt that it plays a crucial role in 

healthcare industry, which impacts a lot to the quality of medicinal products and 

related rehabilitation products. Hospitals, wholesalers, retailers and other healthcare 

institutions highly regard the safety and quality of pharmaceutical distributions. 

 

It is expected that this guide is not only able to provide clues for the pharmaceutical 

products distributors to know the current circumstances of this industry in a local 

specific context but also provide an entry point to anyone who is interested in 

pharmaceutical distribution field to know more about the quality and standard of being 

a responsible distributor. The Code of Practice published by the Department of Health 

serves as a good example of how and what to be practiced in management, supply 

chain and operation levels for the pharmaceutical distributors. Through the experience 

sharing of the 15 pharmaceutical companies, the knowhow gained by the target 

audience in the industry should be specific enough and benefit our local industry 

stakeholders. 

 

In addition, this guidebook has provided observations and recommendations to the 

clauses of the Code that most companies have encountered similar problems. The 

recommendations could provide clues for the SMEs to improve their operation process 

for more effective and efficient management. Followed by technology trend in 

warehouse management, companies can explore the feasibility in using these 

technologies to ensure the allocation of manpower resources, information and 

technology systems and even using the approach of enterprise 4.0 to upgrade their 

businesses. Enterprise 4.0 (e 4.0) is a global trend that allows companies to increase 

their productivity while minimizing redundant areas that shall not be put resources on. 

E4.0 composes 4 elements, including Artificial Intelligence, Human-machine Interface, 

Sensors, and Cloud Computing. All these technologies will be the determining factors 

to affect whether companies can successfully stand out from other competitors. 
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Hong Kong Productivity Council (HKPC) has long been the expert in industrial 

technology to provide consultancy services to the industry and business sectors. HKPC 

is also the only expert of enterprise 4.0 in Hong Kong to deliver various supports to the 

concerned parties. With various professionals, experts, scientists and engineers from 

different fields, HKPC is able to give constructive feedbacks and practical support to 

SMEs. And importantly, professional teams from HKPC are reliable, trustworthy and 

professional. 
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Appendix 1 
溫濕度測繪 (中文版本) 

溫濕度計 

型式:                           序號:         有效期至:      

日期 

(DD/MM/YY) 
時間 

位置 A  位置 B 位置 C 位置 D 位置 (正中位置) 

溫度 (˚C) 濕度 (%) 溫度 (˚C) 濕度 (%) 溫度 (˚C) 濕度 (%) 溫度 (˚C) 濕度 (%) 溫度 (˚C) 濕度 (%) 

 

09:00           

14:00           

18:00           

 

09:00           

14:00           

18:00           

 

09:00           

14:00           

18:00           

 

09:00           

14:00           

18:00           

 

09:00           

14:00           

18:00           

平均值           

 

備註: ___________________________________________________________________________________________________________ 

 

Recorded by: ___________________     Reviewed by: ___________________ 
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Temperature and Humidity Mapping (English Version) 

Hydrothermometer 

Mode: __________________________         Serial No.: ___________________________        Valid to: _____________________________ 

Date 

(DD/MM/YY) 
Time 

Point A  Point B Point C Point D Point (Central) 

Temp 

(˚C) 
Hum. (%) 

Temp 

(˚C) 
Hum. (%) 

Temp 

(˚C) 
Hum. (%) 

Temp 

(˚C) 
Hum. (%) 

Temp 

(˚C) 
Hum. (%) 

 

09:00           

14:00           

18:00           

 

09:00           

14:00           

18:00           

 

09:00           

14:00           

18:00           

 

09:00           

14:00           

18:00           

 

09:00           

14:00           

18:00           

Average Value           

 

Remarks: ________________________________________________________________________________________________________ 

Recorded by: ___________________________       Reviewed by: ________________________________
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Appendix 2                               
溫濕度記錄表格 

  年  月                                                   基準: 溫度 17˚C – 25˚C, 濕度 < 

60% 

 

日

期 

時間 開啟

抽濕 

(Y/N) 

調節空調 

溫度 

(˚C) 

簽署 9:00 – 9:30 14:00 – 14:30 18:00 – 18:30 

溫度(˚C) 濕度(%) 溫度(˚C) 濕度(%) 溫度(˚C) 濕度.(%) 

1          

2          

3          

4          

5          

6          

7          

8          

9          

10          

11          

12          

13          

14          

15          

16          

17          

18          

19          

20          

21          

22          

23          

24          

25          

26          

27          

28          

29          

30          

31          

*完成後請簽署 

*若溫度超過範圍 17 ˚C – 25˚C 或 濕度高於 60%，請立即通知項目負責人 

*負責人聯絡方法: 2345 7890(辦公室), 9456 1234(手提電話) 
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檢閲:    

 

Temperature and Humidity Record 

  Month  Year                                                 Criteria: Temp. 17˚C – 25˚C, Hum. < 60% 

Date 

Time 
Dehum. 

(Y/N) 

Air Con. 

Temp. 

(˚C) 

Signature 9:00 – 9:30 14:00 – 14:30 18:00 – 18:30 

Temp.(˚C) Hum.(%) Temp.(˚C) Hum.(%) Temp.(˚C) Hum.(%) 

1          

2          

3          

4          

5          

6          

7          

8          

9          

10          

11          

12          

13          

14          

15          

16          

17          

18          

19          

20          

21          

22          

23          

24          

25          

26          

27          

28          

29          

30          

31          

*Please sign if done 

*Please contact PIC immediately if temperature is out of 17 ˚C – 25˚C or humidity is higher than 60%. 

*PIC’s contact number: 2345 7890(office), 9456 1234(mobile) 

Reviewed by:    

  



 

 85 

Appendix 3 
[Regulation 28(4)] [第 28(4)條] 

Pharmacy and Poison Ordinance 藥劑業及毒藥條例 

 (Chapter 138) (第 138章) 

FORM OF RECORDS OF TRANSACTIONS INVOLVING POISONS IN PART I OFTHE POISONS LIST 

OR ANY PHARMACEUTICAL PRODUCTS TO BE KEPT BY WHOLESALE DEALERS 

批發商須備存的涉及毒藥表第 I 部毒藥或任何藥劑製品的交易紀錄表格 

Name of Poison/ Pharmaceutical Product Pack Size Unit of Quantity 

毒藥/ 藥劑製品名稱  包裝大小  數量單位  

Date of 

Transaction 

交易日期 

Nature of 

transaction 

交易性質 

Supplier or to whom supplied 

供應人或獲供應的人 

Invoice No. 

發票號碼 

Batch Number 

批次編號 

Total Quantity 

總數量 

Balance after 

transaction 

交易後的餘量 
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Appendix 4  
糾正及預防措施記錄 (只供中文) 

註 1：任何員工如發現不合格情況，需要即時通知行政部及相關部門處理。 

註 2：行政部經理或內審員填寫本記錄的第一及二部分，並由最高管理者進行簽署確認。 

第一部分：不合格的識別、內容及改善建議 

不合格/潛在不合格的內容 

所涉及公司部門： 

(行政/生產/品質/市場) 

 

所涉及公司程序： 

不合格/潛在不合格內容：(包括不合格如何被發現、不合格情況的描述等等) 

 

 

 

不合格/潛在不合格的調查及結果：(包括描述不合格的根本原因、分析不合格出理的原因) 

 

 

 

 

進行不合格調查的員工：  

糾正及預防措施建議 

建議內容： 

 

 

 

 

預計完成日期： 執行員工： 

制訂人簽署：(行政部經理或內審員) 日期： 

審批人簽署：(牌照持有人) 日期： 
 

第二部分：不合格的識別、內容及改善建議 

糾正及預防措施的結果 

檢驗日期： 檢驗員工： 

檢驗的詳細情況： 

 

 

 

檢驗結果：(請選擇其中一項) 

 糾正及預防措施妥善完成(已確保不合格處理及相同情況不會再發生) 

 糾正及預防措施跟實際情況，修改後完成(需於”補充資料”一欄解釋修改原因及內容) 

 糾正及預防措施未能完成(需於”補充資料”一欄解釋修改原因及跟進措施) 

補充資料： 

 

 

 

制訂人簽署：(行政部經理或內審員) 日期： 

審批人簽署：(牌照持有人) 日期： 
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Appendix 5 
Time Frame Requirements  

Tasks Notification Requirement Ref Clause No. 
Report to Requested Time  

Change of  proprietor, partner(s) 

or director(s)  

更改東主、合伙人或董事 

the Committee 

委員會 - 藥劑業

及毒藥管理局所

成立的藥劑業及

毒藥( 批發牌照) 

委員會。 

< 1 month 

1個月內 

1.3 

 

Actual import and export of 

pharmaceutical Products 

實際進口或出口付運的藥劑製品 

the DH 

衞生署 

≤ 14 days 

14天內 

3.3 

Export the products (imported for export 

purpose) 

 出口製品(進口作出口用途的) 

the DH 

衞生署 

≤ 1 year 

一年內 

3.4 

After a drug incident concerning 

藥物事故後 

the DH 

衞生署 

Reasonable time 

frame 

合理時限內 

3.7 

Stock reconciliation 

存貨盤點 

Internal  

內部 

Periodic 

定期 

3.8 

Record of all transactions of Part I 

poisons or pharmaceutical products for 

every transaction 

記錄每種第 I 部毒藥或藥劑製品 

Internal 

內部 

≤ 72 hours 

交易進行後72 小

時 

4.2 

Collect the signed receipts of sale or 

supply of Part I poisons or 

pharmaceutical products after the 

transaction. 

收集經簽署的第 I 部毒藥或藥劑製品

銷售或供應單據 

Internal 

內部 

≤ 72 hours 

交易進行後72 小

時 

4.3 

All books or other form of records and 

documents  

所有須由批發商牌照持有人備存或保

留的簿冊或其他形式的記錄及文件 

Internal 

內部 

≥2 years 

二年 

4.7a 

In relation to a certificate or document  

證明書或文件 

Internal 

內部 

≥2 years 

二年 

4.7b 

Any other records and documents 

mentioned in the Code of Practice 

本守則提及的任何其他記錄和文件 

Internal 

內部 

≥2 years 

二年 

4.8 
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Appendix 6 
 

Process Flow of Wholesale Dealer 
 

Process Flow Ref Clause No.  

Procurement/ Import 3.1, 3.3, 4.5 

Transportation 3.15 – 3.17 

Receipt 3.5, 3.6 

Storage 2.1 – 2.15, 3.8, 3.14, 3.18 

Supply 3.9 – 3.13, 4.2 – 4.6 

Export 3.2 – 3.4, 4.2 – 4.6 

Transportation 3.15 – 3.17 

Monitoring 1.1 – 1.5, 3.22, 4.1, 4.7 – 4.10 

Abnormal 3.7, 3.19 – 3.21, 5.1 – 5.3 
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