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Introduction 

Medication safety is an important element in providing the right treatments to patients and 

considered as a practice policy in Hospital Enche’ Besar Hajjah Khalsom (HEBHK). All 

personnel involved in the process of providing treatment to patients should practise 

medication safety. A variety of methods and strategies introduced in order to increase the level 

of medication safety, for example the introduction to list of Look Alike Sound Alike Medications, 

High Alert Medications, Drug Allergy Cards and others. 

This Guideline on Medication Safety serves as a guidance and provides the healthcare 

professionals in HEBHK information regarding the aspect of medication safety. It is a 

compilation of guidelines and references from the Ministry of Health Malaysia as well as the 

workflow of Pharmacy Department HEBHK. 
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Medication Error (ME) 

Medication error is any preventable event that may cause or lead to inappropriate medication 

use or patient harm, while the medication is in the control of the healthcare professional, 

patient or consumer. 

Such events may be related to professional practice, healthcare products, procedures and 

systems, including prescribing, order communication, product labelling, packaging and 

nomenclature, compounding, dispensing, distribution, administration, education, monitoring 

and use. 

Medication error that may cause harm to patient but was detected before administration is 

classified as near miss and need to be reported in Medication Error Reporting System (MERS) 

and analysed for future improvement. 

Medication error that was detected by patient or already administered to patient is categorized 

as actual error. Investigation must be done and remedial actions taken, as well as incident 

report have to be made and included in MERS. 

The primary objective of medication error reporting is to obtain information on the occurrence 

of medication errors, maintain a database of medication errors, analyse reports, propose 

remedial actions and monitor the situations in an effort to minimise the reoccurrence of such 

errors and, ultimately, to improve patient safety. 
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ERROR OUTCOME CATEGORY 

NO ERROR 

CATEGORY A  Circumstances or events that have the capacity to cause error. 

Example: Illegible handwriting, use of abbreviation, incorrect 
quantity wrongly fill floor stock (error did not happen but might 
happen if no checking or clarification made) 

ERROR, NO HARM  

CATEGORY B An error occurred but the error did not reach the patient (an "error of 
omission" does reach the patient). 

Example: Error detected before dispensing to the patient. 

CATEGORY C  An error occurred that reached the patient but did not cause patient 
harm. 

 Medication reaches the patient and is administered. 
 Medication reaches the patient but not administered. 

Example: Pharmacist dispensed incorrect medication to the patient. 
But the patient realized that the medicine is incorrect and return it 
back to pharmacy. 

CATEGORY D  An error occurred that reached the patient and required monitoring 
to confirm that it resulted in no harm to the patient and/or required 
intervention to preclude harm. 

Example: Other patient's profile was accidentally placed inside 
patient's file which has lead to wrong medications prescribed during 
previous visit. MO was informed. Close glucose monitoring was 
planned for this patient. Blood glucose level was reported as mild 
elevation only. 

ERROR, HARM  

CATEGORY E  An error occurred that may have contributed to or resulted in 
temporary harm to the patient and required intervention. 

CATEGORY F  An error occurred that may have contributed to or resulted in 
temporary harm to the patient and required initial or prolonged 
hospitalisation. 

CATEGORY G  An error occurred that may have contributed to or resulted in 
permanent patient harm. 

CATEGORY H  An error occurred that required intervention necessary to sustain life. 

ERROR, DEATH  

CATEGORY I  An error occurred that may contributed to or resulted in the patient's 
death. 
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TYPES OF MEDICATION ERROR 

TYPE DEFINITION 

1. Prescribing Error  Incorrect drug product selection (based on 
indications, contraindications, known allergies, 
existing drug therapy, and other factors), dose, dosage 
form, quantity, route, concentration, rate of 
administration, or instructions for use of a drug 
product ordered or authorized by physician (or other 
legitimate prescriber); illegible prescriptions or 
medication orders that lead to errors that reach the 
patient. 

2. Omission error The failure to administer an ordered dose to a patient 
before the next scheduled dose or failure to prescribe 
a drug product that is indicated for the patient. The 
failure to administer an ordered dose excludes 
patient’s refusal and clinical decision or other valid 
reason not to administer. 

3. Wrong time error Administration of medication outside a predefined 
time interval from its scheduled administration time 
(this interval should be established by each individual 
healthcare facility). 

4. Unauthorised drug error Dispensing or administration to the patient of 
medication not authorised by a legitimate prescriber. 

5. Dose error Dispensing or administration to the patient of a dose 
that is greater than or less than the amount ordered by 
the prescriber or administration of duplicate doses to 
the patient, i.e. one or more dosage units in addition to 
those that were ordered or prescribing more or less 
than standard dose defined in practice. 

6. Dosage-form error Dispensing or administration to the patient of a drug 
product in a different dosage form than that ordered 
by the prescriber. 

7. Drug-preparation error Drug product incorrectly formulated or manipulated 
before administration. 

8. Route of administration error Use of wrong route of administration of the correct 
drug.  

9. Administration-technique error Inappropriate procedure or improper technique in the 
administration of a drug other than wrong route. 

10. Deteriorated drug error Dispensing or administration of a drug that has 
expired or for which the physical or chemical dosage-
form integrity has been compromised. 
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TYPE DEFINITION 

11. Monitoring error Failure to review a prescribed regimen for 
appropriateness and detection of problems, or failure 
to use appropriate clinical or laboratory data for 
adequate assessment of patient response to 
prescribed therapy. 

12. Compliance error Inappropriate patient behaviour regarding adherence 
to a prescribed medication regimen. 

13. Other medication error Any medication error that does not fall into one of the 
above predefined categories. 
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MEDICATION ERROR REPORT FORM 
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INCIDENT REPORTING FORM 
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FLOW CHART OF MEDICATION ERROR REPORTING IN HEBHK 
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Incomplete 

Fill in Incident Reporting (IR) Form 

Identify medication 

error (ME) 

Fill in ME report form 

Submit to Drug Information Unit  

(within 48 hours) 

 

Screen form 

Report in online Medication Error 

Reporting System (MERS) 

Record the reference number 

Print out online ME report form 

File in the ME report 

Submit to Quality Unit  

(within 48 hours) 
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Assistant/Nurse/Medical 

Assistant/Patient 

Pharmacist 
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Pharmacist Assistant/ 

Nurse/Medical Assistant 

Pharmacist 

Pharmacist 

Pharmacist 

Pharmacist Record the ME report in database  

Pharmacist 

Doctor/Pharmacist/ 
Pharmacist Assistant/ 

Nurse/Medical Assistant 
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REFERENCES 

1. Guideline on Medication Error Reporting System, 2nd Edition, 2019. Pharmacy Practice 

and Development Division, Pharmaceutical Services Programme, Ministry of Health 
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High Alert Medications (HAMs) 

High alert medications (HAMs) are defined as medications that bear a heightened risk of 

causing significant patient harm when these medications are used in error. HAMs or high-risk 

medications, in the context of safe use relating to certain situations, are associated with a 

significant risk of harm. Though medication mishaps with high alert medications may or may 

not be more common than other medications, the consequences following an error with these 

medications can be serious to the patient. The inherent risk of using HAMs, work environment 

(e.g. in the case of hospital inpatient settings), organizational culture and clinical scenarios (e.g. 

emergency and anaesthesia settings) could impose difficulties for healthcare professionals in 

ensuring patient safety while delivering health services. Similarly, there are also some 

conditions inherent to vulnerable groups, such as pregnant women, children and elderly, and 

clinical risk areas such as cancer patients. These are just some examples of high-risk situations. 
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HIGH ALERT MEDICATION LIST IN HEBHK 

NO CATEGORY MEDICATIONS 

1. Adrenergic agonists, IV  Adrenaline (Epinephrine) 1 in 1000 (1mg/ml) 
Inj 

 Noradrenaline (Norepinephrine) 4mg/4ml Inj 
 Phenylephrine 10mg/ml Inj 
 Ephedrine 30mg/ml Inj 

 

2. Adrenergic antagonists, IV  Propranolol 1mg/ml Inj 
 Labetalol 25mg/5ml Inj 
 Esmolol 10mg Inj 

 

3. Anaesthetic Agents 

(General, Inhaled, IV) 

 Etomidate 20mg/10ml Inj 
 Ketamine 500mg/10ml Inj 
 Propofol 200mg/20ml Inj 
 Dexmedetomidine HCl 100mcg/ml Inj 
 Desflurane Liquid 
 Sevoflurane Liquid 

 

4. Antiarrhythmics, IV  Amiodarone 150mg/3ml Inj 
 Digoxin 0.5mg/2ml Inj 
 Lignocaine 100mg/5ml Inj 

 

5. 

 

Antithrombotic Agents  Warfarin Sodium 1mg, 2mg, 3mg, 5mg 
 Heparin 5000IU/ml 
 Heparinised Saline 5000IU/ml 
 Enoxaparin 40mg, 60mg Inj 
 Fondaparinux 2.5mg/0.5ml Inj, 7.5mg/0.6ml Inj 
 Tenecteplase 10,000 unit (50mg) Injection 
 Streptokinase 1,500,000 IU Injection 
 Urokinase 60,000 IU injection 

 

6. Antivenom  Polyvalent Antivenom (Hemato, Neuro) 
 

7. Chemotherapeutic Agents, 
Parental and Oral 

 ** All preparations that are clearly labelled as 
CYTOTOXIC agents 
 

8. Dialysis Solutions, Peritoneal 
and Hemodialysis 

 ** All kind of dialysis solutions, peritoneal and 
hemodialysis 
 

9. Dextrose, Hypertonic, 20% or 
Greater 

 Dextrose 20% (500ml) 
 Dextrose 50% (10ml) 
 Dextrose 50% (500ml) 

 

10. Epidural or Intrathecal 
Medications 

 Bupivacaine Inj (Bupivacaine 0.5% Heavy Inj, 
Bupivacaine 0.5% Inj, Bupivacaine 0.5% with 
Adrenaline 1:200,000 Inj) 
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 Bupi/Fentanyl Inj 
 Ropivacaine Injection (2mg/ml Inj, 7.5mg/ml 

Inj) 
 Levobupivacaine 5mg/ml Inj 
 Ropi/Fentanyl Inj 

 

11. Glyceryl Trinitrate 
50mg/10ml Inj 

 

 

12. Immunosuppressant Agents 

 

 All kind immunosuppressant agent 

13. Inotropic Medications, IV  Dobutamine 250mg/20ml Inj 
 Dopamine 200mg/5ml Inj 

 

14. Insulin, Subcutaneous and IV  Insugen R / Actrapid 
 Insugen N / Insulatard 
 Insugen 30/70 / Mixtard  

 

15. Magnesium Sulphate 2.49g in 
5ml Inj 

 

 

16. Moderate Sedation Agents, 
IV 

 

 Midazolam Inj  (5mg/ml, 15mg/3ml) 
 

17. Neuromuscular Blocking 
Agent 

 Atracurium Besylate 25mg/2.5ml Inj 
 Rocuronium Bromide 10mg/ml Inj 
 Suxamethonium Chloride 50mg/ml Injection 

 

18. Opiates and Narcotics  Alprazolam 0.5mg Tab 
 Clonazepam 2mg Tab 
 Diazepam 5mg Rectal Supp 
 Diazepam 5mg Tab 
 Fentanyl 0.1mg/ml Inj 
 Midazolam 7.5mg Tab 
 Midazolam 15mg/3ml, 5ml/ml Inj 
 Morphine 10mg Inj 
 Morphine Sulphate 30mg SR Tab 
 Morphine 10mg/5ml Syrup 
 Pethidine 50mg, 100mg Inj 
 Phenobarbitone 200mg Inj 
 Phenobarbitone 30mg Tab 
 Zolpidem Tartrate 10mg Tab 
 **And all other drugs clearly labelled as 

Dangerous Drug (DD) 
 

19. Parenteral Nutrition 
Preparations 

 Smof Kabiven Central 
 Smof Kabiven Peripheral 
 Nutriflex Lipid Special 
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 SMOF Lipid 20% 
 **And all other preparations clearly labelled as 

TPN 
 

20. Potassium Salt Injections  Potassium Chloride 1g/10ml Inj 
 Potassium Dihydrogen Phosphate 1.361g/10ml 

Inj 
 

21. Sodium Chloride Solution 
(Greater than 0.9%) 

 Sodium Chloride 20% Inj (10ml) 
 Sodium Chloride 3% Inj (500ml) 

 

22. Oxytocin 10 unit/ml Injection 

 

 

23. Moderate and Minimal 
Sedation Agent, Oral, for 
Children 

 Chloral Hydrate, Midazolam, Ketamine [using 
the parenteral form] 
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Policy on Management of High Alert Medications can be downloaded from HEBHK official 

portal https://hklg.moh.gov.my/#garis-panduan-farmasi 
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REFERENCES 

1. Guideline on Safe Use of High Alert Medications (HAMs), 2nd Edition, 2020. Pharmacy 

Practice and Development Division, Pharmaceutical Services Programme, Ministry of 

Health Malaysia. 
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Look Alike Sound Alike (LASA) Medications 

Look Alike Sound Alike (LASA) medications involve medications that are visually similar in 

physical appearance or packaging and names of medications that have spelling similarities 

and/or similar phonetics. Confusing medication names and similar product packaging may lead 

to potentially harmful medication errors. 

Common risk factors associated with LASA medications includes: 

 Illegible handwriting 

 Incomplete knowledge of drug names 

 Newly available products 

 Similar packaging or labelling 

 Similar strengths, dosage forms, frequency of administration 

 Similar clinical use 
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STRATEGIES TO AVOID ERRORS WITH LOOK ALIKE SOUND ALIKE MEDICATIONS 

1. Procurement 

a) Minimise the availability of multiple medicines strengths. 

b) Whenever possible, avoid purchase of medicines with similar packaging and 

appearance. As new products or packages are introduced, compare them with 

existing packaging. 

2. Storage 

a) Use Tall Man lettering to emphasise differences in medications with sound-alike 

names. 

b) Use additional warning labels for look-alike medicines. Warning labels should be 

uniform throughout the respective facility to facilitate identification. 

c) For sound-alike medications where Tall Man lettering is not applicable, proprietary 

(brand or trademarked) names may be added to distinguish between the 

medications. 

d) Store LASA medications separately from their LASA pair. Whenever possible, avoid 

storing the products in immediate proximity to one another. 

3. Prescribing 

a) Write legibly. Write clearly whether on an inpatient order or on a prescription. 

b)  Prescription should clearly specify name of medication, dosage form, dose and 

complete direction for use. 

c)  Include the diagnosis or medication’s indication for use. This information helps to 

differentiate possible choices in illegible orders. 

d) Whenever possible, drug names in computerised prescriber order entry (CPOE) 

should incorporate Tall Man lettering. 

e) Communicate clearly. Take your time in pronouncing the drug name whenever an 

oral order has to be made. Ask that the recipient of the oral communication repeat 

the medication name and dose. Verbal orders should be limited to emergency 

situations only. 

4. Dispensing/ Supply 

a) Identify medicines based on its name and strength and not by its appearance or 

location. 

b) Check the appropriateness of dose for the medicines dispensed. 

c) READ medication labels carefully at all dispensing stages and perform triangle 

check. Triangle check is to check actual medicines against the medicines’ labels and 

against the prescription. 
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d) Double checking should be conducted during the dispensing and supply process. 

e) Highlight changes in medication appearances to patients upon dispensing. 

5. Administration 

a) READ medication labels carefully during the administration process and perform 

triangle check. Triangle check is to check actual medicines against the medication 

labels and against the prescription. 

b) Emphasize the need to read labels rather than relying on visual recognition or 

location. 

c) Make read back clarification of verbal orders a requirement. The staff receiving the 

verbal order must repeat the orders and ensure that they are verified. 

6. Monitoring 

a) All facilities need to identify medications that look alike or sound alike in its 

organisation. The LASA list need to be reviewed and updated periodically at least 

once a year. 

b)  Implement feedback mechanism to inform on look-alike medications. 

7. Information 

a) All relevant personnel have access to the LASA list. 

b) Staff are informed on new medications listed as LASA in the hospital or clinics. 

Example: Displaying information on LASA in the facility’s website. 

8. Patient Education 

a) Inform patients on changes in medication appearances. 

b) Educate patients and their caregivers to alert healthcare providers whenever a 

medication appears to vary from what is usually taken or administered. 

c) Encourage patients and their caregivers to learn the names of their medications. 

9. Evaluation 

Evaluate medication errors related to LASA medications.  
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List of Look Alike, Sound Alike Medications in HEBHK can be downloaded from HEBHK 

official portal https://hklg.moh.gov.my/#garis-panduan-farmasi 
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Examples of Medication Name with Tall Man Lettering in HEBHK can be downloaded from 

HEBHK official portal https://hklg.moh.gov.my/#garis-panduan-farmasi 
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REFERENCES 

1. Guide on Handling Look Alike, Sound Alike Medications, 2012. Pharmaceutical Services 

Division, Ministry of Health Malaysia. 



 
 

Page 26 

 

Drug Allergy 

World Allergy Organization (WAO) defined drug allergy as an immunologically mediated drug 

hypersensitivity reactions. Meanwhile, the Joint Task Force on Practice Parameters defined 

drug allergy as an immunologically mediated response to a pharmaceutical and/or formulation 

(excipient) agent in a sensitized person. 

Allergic reaction can happen immediately or after a few days after the administration of 

medicines. Examples of allergic reactions are: 

 Cutaneous reactions such as urticaria, eczema, if severe can be Stevens-Johnson 

Syndrome (SJS) or Toxic Epidermal Necrolysis (TEN) 

 Lips, eyes, tongue or face swelling 

 Anaphylaxis 
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IMMEDIATE VERSUS DELAYED DRUG HYPERSENSITIVITY REACTIONS 

Type  Onset Clinical features Examples 

Immediate drug 
hypersensitivity 
reactions 

Onset usually occurs within 
one hour after drug exposure.  
Symptoms resolve rapidly 
with treatment. 
Previous exposure not always 
confirmed. 
 

 Generalised pruritus 
 Ocular pruritus and tearing 
 Sneezing and rhinorrhea 
 Urticaria, angioedema 
 Shortness of breath, dyspnoea, wheezing, rhonchi 
 Abdominal pain (which is usually accompanied by the other cutaneous 

manifestations listed above) 
 Anaphylaxis 

Beta-lactam 
antibiotics, 
nonsteroidal anti-
inflammatory drugs, 
biological agents, 
iodinated contrast 
media, neuromuscular 
blocking agents 

Delayed drug 
hypersensitivity 
reactions 

Onset usually 7-14 days after 
first drug exposure, but 
certain reactions (e.g. drug-
induced hypersensitivity 
syndrome, Stevens-Johnson 
Syndrome, or Toxic Epidermal 
Necrolysis) may occur even up 
to 6 weeks after first drug 
exposure.  
Onset usually within 3 days of 
second exposure. 
 

 Maculopapular eruption 
 Fixed drug eruptions 
 Drug reaction with eosinophilia and systemic symptoms (DRESS)/ 

drug induced hypersensitivity syndrome (DIHS). This is characterised 
by macules/ papules with systemic features, including: 
 Fever 
 Lymphadenopathy 
 Eosinophilia 
 Hepatitis 
 Interstitial nephritis 
 Rarely, arthritis, cardiac or pulmonary involvement 

 Stevens-Johnson Syndrome (SJS); Toxic Epidermal Necrolysis (TEN) or 
SJS-TEN overlap, characterised by: 
 Target lesions or Erythema multiforme 
 Mucosal or cutaneous erosions 
 Vesicles, blistering, or epidermal detachment 

 In SJS, epidermal detachment is between 1-10% body surface area 
(BSA); SJS-TEN overlap 10-30% and TEN >30% BSA 

 Acute generalised exanthematous pustulosis (AGEP) 
 Drug-induced vasculitis 
 Bullous drug eruptions 

Beta-lactam 
antibiotics, sulphur 
drugs, anti-epileptics, 
allopurinol, 
nonsteroidal anti-
inflammatory drugs, 
iodinated contrast 
media 
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DRUG ALLERGY CARD REQUEST FORM 

Drug allergy card request form need to be filled by prescriber and submit to Drug Information 

Unit, Pharmacy Department. 
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DRUG ALLERGY CARD 

Drug allergy card with a serial number will be issued out to patient. The format of serial number 

for HEBHK is shown below: 

DAC – code of facility type – code of state / district / facility – serial number 

DAC – 11 – 01030012 – xxxx 

 

 

 

 

 

 

The card will have the necessary information on the patient’s drug allergies to enable 

healthcare practitioners select the appropriate medicine for the patient.  

Information on allergy includes:         

 Drug which causes allergic reaction 

 Type of allergic reaction occurred 

Patients are advised to bring and show their drug allergy cards to healthcare practitioners 

when seeking treatment or getting medicines. 

 

DRUG ALLERGY WARNING STICKER 

Drug allergy warning sticker will be pasted on patient’s file. 
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DRUG ALLERGY CARD DATABASE 

The information of patients who experienced drug allergy need to be recorded in the drug 

allergy database as shown below: 

 

Besides, the information will also be recorded into Pharmacy Information System (PhIS). 

 

 

 

 

 

 

 

 

 



 
 

Page 32 

 

FLOW CHART OF DRUG ALLERGY CARD REQUEST IN HEBHK 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

No 
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No 
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No 

Yes 

Inform requestor and file in the form  

Refer to the serial number of patient’s 
drug allergy card 

Identify drug/ TCM allergy 
cases 

Fill in drug allergy card request form 
and submit to Drug Information Unit  

Fill and submit adverse drug reaction 
(ADR) form 

(Prescriber/ Pharmacist) 

Receive and screen the drug allergy 
card request form 

 

Contact requestor for more 
information Complete form? 

 

Check the allergic reaction and discuss 
with prescriber if needed 

Drug allergy 
card approved? 

Request for a 
new card? 

Register in drug allergy card database 
and obtain a new serial number 

Prepare drug allergy card & drug 
allergy warning sticker (to be placed 

on patient’s file) 

Dispense the card to patient/guardian 
and explain 

Obtain confirmation receipt from 
patient/guardian 

Record into PhIS 

Update the drug allergy card database 
and issue a new card with same serial 

number if necessary 

File in the request form 

Prescriber 

Prescriber 

Pharmacist 

Pharmacist 

Pharmacist 

Pharmacist 

Pharmacist 

Pharmacist 

Pharmacist 

Pharmacist 

Pharmacist 

Pharmacist 

Pharmacist 

Responsibility 

Post the card together with pamphlet 
of drug allergy card for outpatient or if 

the patient already discharged 
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Adverse Drug Reaction (ADR) 

DEFINITION OF ADVERSE DRUG REACTION BY WHO, 1972 

A response to a drug which is noxious and unintended, and which occurs at doses normally 

used in man for the prophylaxis, diagnosis, or therapy of disease, or for the modifications of 

physiological function. 

 

OBJECTIVES OF ADR REPORTING 

i. To detect ADRs as early as possible especially serious, unknown and rare reactions; 

ii. To establish the frequency and incidence of adverse reactions, both the well recognised 

and newly discovered reactions; 

iii. To identify risk factors that may predispose/induce/influence the development, 

severity and incidence of adverse reactions e.g. genetic/racial factors, drug interactions, 

underlying conditions, and 

iv. To maintain a database for sharing of information with regards to ADRs in this country. 

 

MINIMUM DATA ELEMENTS FOR ADR REPORTING 

i. A named suspected drug  

ii. A suspected reaction  

iii. An identifiable patient  

iv. An identifiable reporter 
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DIFFERENCE BETWEEN ADVERSE DRUG REACTION AND DRUG ALLERGY 

 

 

 

 

 

 

*Adverse Drug Reaction 

Definition by WHO, 1972: 

‘A response to a drug which is noxious and unintended, and which occurs at doses normally used in man for the 
prophylaxis, diagnosis, or therapy of disease, or for the modifications of physiological function.’

It includes all unintended pharmacologic effects of a drug except therapeutic failures, intentional overdosage, abuse of the 
drug, or errors in administration.

Type A Reaction (Common and Predictable)

This reaction is usually dose dependent, are related to 
the known pharmacologic actions of the drug and occur 
in otherwise healthy individuals. They are estimated to 

comprise approximately 85% to 90 % of all ADRs.

Type B Reaction (Rare and Mostly Unpredictable)

This reaction is generally dose independent, are 
unrelated to the pharmacologic actions of the drug, and 

occur only in susceptible individuals. They are estimated 
to comprise approximately 10% to 15% of all ADRs.

Overdose 

Secondary or 

indirect effects 

Drug interactions Drug intolerance 
*Drug allergy 

An immunologically 
mediated response 
to a pharmaceutical 
and/or formulation 
(excipient) agent in 
a sensitized person. 

Drug idiosyncrasy Side effects 

In conclusion, drug allergy is subset of adverse drug reaction. 
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CLASSIFICATION OF ADVERSE DRUG REACTIONS 

Drug Reaction Examples 

Type A: Reactions occurring in most normal patients, given sufficient dose and duration of therapy: Common and predictable 
Overdose Hepatic failure (acetaminophen) 

Metabolic acidosis (aspirin) 
Side effects Nausea, headache (with methylxanthines) 

Oral thrush or vaginal candidiasis (with glucocorticoids) 
Nephrotoxicity (with aminoglycosides) 

Secondary or indirect effects Diarrhea due to alteration in GI bacteria after antibiotics 
Phototoxicity (with doxycycline or thiazide diuretics) 

Drug interactions Macrolide antibiotics increasing theophylline, digoxin, or statin blood levels 
Type B: Drug hypersensitivity reactions restricted to a small subset of the general population: Rare and mostly unpredictable 
Intolerance* Tinnitus after a single aspirin tablet 
Idiosyncrasy¶ (pharmacogenetics) G6PD deficiency: Hemolytic anemia after antioxidant drugs (eg, dapsone)Δ 

TPMT deficiency: Toxicity during azathioprine therapyΔ 
Pseudoallergic reaction (with NSAIDs) 

Immunologic drug reactions (allergy) Anaphylaxis from beta-lactam antibiotics 
Photoallergy with quinidine 
Immune-mediated thrombocytopenia (with heparin) 
Serum sickness (with antivenom preparations) 
Vasculitis (with phenytoin) 
Stevens-Johnson syndrome (with trimethoprim-sulfamethoxazole) 
Drug-induced hypersensitivity syndrome (with allopurinol in HLA-B*58:01 individuals)Δ 

GI: gastrointestinal; G6PD: glucose-6-phosphate dehydrogenase; TPMT: thiopurine methyltransferase; NSAIDs: nonsteroidal anti-inflammatory 

drugs. 

* Side effects at subtherapeutic doses. 

¶ Drug effect not attributable to known pharmacologic properties of drug and not immune-mediated. 

Δ This is an example of a type B reaction that is predictable. 
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METHODS OF ADR REPORTING 

Completed ADR form must be dispatched to Drug Information Unit, Pharmacy Department. 
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GLOSSARY AND PICTURES OF CLINICAL MENIFESTATION OF CUTANEOUS ADVERSE DRUG 
REACTIONS 

 

 

 



 
 

Page 39 

 

 

 



 
 

Page 40 

 

 



 
 

Page 41 

DRUG REACTION RELATIONSHIP 
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FLOW CHART OF ADR REPORTING IN HEBHK 
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Adverse Event Following Immunization (AEFI) 

An adverse event following immunization (AEFI) is any untoward medical occurrence which 

follows immunization and which does not necessarily have a causal relationship with the usage 

of the vaccine. The adverse event may be any unfavourable or unintended sign, abnormal 

laboratory finding, symptom or disease. 

CLASSIFICATION 

NO CATEGORIES EXPLAINATION 

1 Vaccine product-related 
reaction 

An AEFI that is caused or precipitated by a vaccine due 
to one or more of the inherent properties of the 
vaccine product. 
 
Example: Extensive limb swelling following DTP 
vaccination. 
 

2 Vaccine quality defect-
related reaction 

An AEFI that is caused or precipitated by a vaccine that 
is due to one or more quality defects of the vaccine 
product including its administration device as 
provided by the manufacturer. 
 
Example: Failure by the manufacturer to completely 
inactivate a lot of inactivated polio vaccine (IPV) leads 
to cases of paralytic polio. 
 

3 Immunization error-
related reaction 

An AEFI that is caused by inappropriate vaccine 
handling, prescribing or administration and thus by its 
nature is preventable. 
 
Example: Transmission of infection by contaminated 
multidose vial. 
 

4 Immunization-anxiety-
related reaction 

An AEFI arising from anxiety about the immunization. 
 
Example: Vasovagal syncope in an adolescent 
during/following vaccination. 
 

5 Coincidental event An AEFI that is caused by something other than the 
vaccine product, immunization error or immunization 
anxiety. 
 
Example: A fever occurs at the time of the vaccination 
(temporal association) but is in fact caused by malaria. 
 
Coincidental events reflect the natural occurrence of 
health problems in the community with common 
problems being frequently reported. 
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TYPES OF AEFI (MINOR REACTIONS) 

1. Local Reactions 

 Pain 

 Swelling 

 Redness at the site of injection 

2. Systemic Reactions 

 Fever 

 Malaise 

 Muscle pain 

 Headache 

 Loss of appetite 

 

TYPES OF AEFI (SEVERE REACTIONS) 

 Anaphylaxis 

 Seizure 

 Sepsis 

 Thrombocytopenia 

 Severe local reaction 
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METHODS OF AEFI REPORTING 

AEFI encountered by healthcare professionals needs to be reported using ADR form and submit 

to Drug Information Unit, Pharmacy Department. 
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FLOW CHART OF AEFI REPORTING IN HEBHK 
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