
by

Dr. Khaled sobhy

Reporting drug 
adverse reactions 

“pharmacovigilance 
unit”



Case Scenario 

• Jane J. is a 22-year-old woman who was admitted to 
Community Hospital on May 24 with an exacerbation of 
autoimmune encephalitis and received a 5-day course of 
high-dose intravenous steroids. Her symptoms rapidly 
stabilized and improved and she was discharged on May 29. 
She returned to Community Hospital’s outpatient infusion 
department later on May 30 and May 31, and on June 1 for a 
3-day course of XZ Pharmaceutical’s IV immune globulin, 90 
grams daily.

 

• On June 6, Jane returned to the hospital emergency room with 
symptoms suggesting anemia. Lab work showed 
reticulocytosis, and a positive Coombs test. 



Case Scenario “continued” 

• Her hemoglobin was 6.3 g/dL (it had been 13.4 g/dL on 
a previous admission, May 24). She was admitted with a 
working diagnosis of acute hemolytic anemia.  The 
physician suspects an association between her recent 
treatment with XZ Pharmaceutical’s IV immune globulin 
and the anemia.

• Jane received two units of packed red blood cells on 
June 7. Repeat hemoglobin was 9.0 on June 8 and 9.2 on 
June 9. Past medical history also included diagnoses of 
obesity and hypertension. She was also taking atenolol, 
norvasc, folic acid, pantoprazole and felodipine.



Terminology  
• Medication misadventure “MS” refers to any hazard associated 

with medications. 

• Pharmacists play a pivotal role in reporting MS. Reporting MS is 
one of the main service of pharmacist in DIC.

• Determination of the type of MS is important in liability issues



Terminology  
• All adverse drug events (ADEs), adverse drug reactions 

(ADRs), and medication errors  fall under the umbrella of MS.

• The ADE means   any body injury caused by a medicine use. It 
include ADRs  that result in harm to a patient.

• A medication error is any preventable event that has the 
potential to lead to inappropriate medication use.  

• In 1995, ADE-related costs were $76.6 billion annually. It's 
estimated that  30  to  60%  of ADEs are preventable.



Adverse Drug Reactions
• WHO defines an ADR as “any unintended response to a medicine 

which occurs at doses normally used in man. 

• The ADRs include allergic or idiosyncratic reactions of drugs. 
Drug-drug interactions can also fall into the category of ADRs.

• Side effect, which is “any unintended effect of drug occurring at 
doses normally used by a patient related to the 
pharmacological properties of the drug “2 ry unwanted 
effects”



Give the right medical terminology 

MR, ADEs, ADRs or SE 



DIC Pharmacist role &  ADRs

• 1-updated with recent ADRs of drug in clinical practice 
& increase   medical team awareness  of recent 

updates of ADRs “newsletter publications”

• 2-reporting new ADRs to EPVC and WHO

• 3-sharing  in  researches  “epidemiology for ADRs in 
community”

• 4-Sharing in programs  for prevention  of ADRs “adding 
to drug label”



Resources for updates in ADRs

• The FDA Web (http://www.fda.gov/Safety/Medwatch). 

• This online  provide FDA’s latest safety alerts and recalls.
 

• The site also provides monthly summaries of changes to 
drug labeling that the FDA made in response to reports.

• Lexicomp database also provide update in FDA safety 
alerts for drugs.

• This data is Important to be included in DIC newsletters





Importance of Reporting ADRs

• 1- Postmarketing Surveillance of ADRs using Well-designed 
programs makes it possible to detect early signals of a 
developing problem. 

• Postmarketing ADR reporting can cause changes in 
prescribing drugs as well as result in the withdrawal of 
various drugs from the market.

• 2-Pharmacoepidmiology studies: It estimate the ADRs in the 
community exposed to a given used drug “”



Causality   of ADRs
To detect ADR, determine the causality “the probability that a 
particular drug causes an adverse event”. 

Assessment tools for causality  of ADRs
1-the sequential relationship between drug administration and event. 

2-Dechallenge: did the patient improve after stopping the drug

3-rechallenge: the reaction appear after repeated exposure to the 
drug. Rechallenge is not applicable to all ADRs

4-The response pattern to the suspected drug

5-the event is not explained by patient clinical cases “condition & 
other concurrent drugs”



1-Definite ADR is a reaction which:

•Follows a reasonable temporal sequence from administration of 
the drug; 

•Follows  a known response pattern to the suspected drug; and 
 
• Is  confirmed by dechallenge; and 

•Could  not be reasonably explained by the known 
characteristics of the patient's clinical state. 

Types of probability of Adverse Drug Reactions



2-Conditional ADR is a reaction which: 
•Follows  a reasonable temporal sequence from administration 
of the drug; 

 

•Does  not follow a known response pattern to the suspected 
drug 

•Could  not be reasonably explained by the known 
characteristics of the patient's clinical state. 

3-Doubtful ADR is any reaction that does not meet the criteria 
above.

Types of probability of Adverse Drug Reactions



 MedWatch program

• In  June 1993, the FDA developed a new program called 
MedWatch.

 

• The current MedWatch system allows health care providers to 
report suspected ADRs using FDA Form 3500. 

• With this program, the FDA receives reports from health care 
team, health organizations and consumers “patients”.  

• MedWatch is interested in reports of serious ADRs, which the 
FDA defines as death, life threatening events, hospitalization, 
disability, congenital anomaly, or requiring intervention to 
prevent permanent impairment.



 MedWatch

• Once submitted through the MedWatch system, ADR reports are 
received by a unit of the FDA called the Central Triage Unit 
which  screens reports and forwards them to the appropriate FDA 
program within 24 hours of receipt. 

• The report becomes part of a database used by the FDA to 
identify signals or warnings related to drug safety that require 
further study or regulatory action. 









Good Vigilance Practice (GVP)

• WHO stated for any company to be qualified for drug 
manufacturing and exporting, this require 6 steps (licence for 
factory, registeration for drugs, clinical trials if needed, inspection, 
laboratory analysis, pharmacovigilance reports).

• Later on, WHO mandate that vigilance should be not only in 
companies but also in independent center. 

• Role of pharmacovigilance centers  is to ensure good vigilance 
practice (GVP) and to adhere standard performance in vigilance 
practice.



ICSR Form 

ICSR:   Individual Case Study Report (ICSR) is an adverse event 
report for an individual patient  by pharmaceutical company as 
source of data in pharmacovigilance. 



Pharmacovigilance

• Pharmacovigilance is the science and activities relating 
to the detection, assessment, handling and prevention 
of adverse drug reactions

• Egyptian Pharmaceutical Vigilance Center (EPVC) is 
established within the Ministry of Health (MOH) which 
has a direct contact with WHO. 

• This EPVC collect and evaluate Information about the 
harms associated with the use of medicines in Egypt.



yellow card

• a unified form used to facilitate the reporting  ADRs.

• The EPVC adapted this from the international Yellow 
Card (UK). This yellow card is to be used by the 
healthcare professionals and the patients.

• it is designed in English and Arabic forms, you can submit 
it to the center by one of the following means: fax, post, 
over the phone, email, or online submission. 

•  



How to obtain the reporting form 

• A web based dynamic reporting module is available at EPVC 
website to be completed and submitted online. 
(www.epvc.gov.eg).

• Signal detection: if new side effect reported in the yellow card or 
in the ICSR  “Individual Case Study Report (ICSR)”  exceed specific 
number,  the MOH or the WHO make signal detection for this new 
SE and make the required action 

• The action may be withdrawal, add to warning drug leaflet , or 
more studies)







Steps for Implementing a Program 
“ASHP Guidelines for P&TC”

1. Develop definitions for ADRs  and its seriousness

2. Assign responsibility for the ADR program within the pharmacy.

3. Develop forms for data collection and reporting “yellow card” 

4. Promote awareness of the program  “workshop, seminars” 

how to  deal with the yellow card. 

5. Develop policies and procedures for handling ADRs reports 

being sent to the FDA or EPVC. 

6. Report all findings to PTC  or MIH



Report this ADRs to Yellow Card 

• Jane J. is a 22-year-old woman who was admitted to Community 
Hospital on May 24 with an exacerbation of autoimmune encephalitis 
and received a 5-day course of high-dose intravenous steroids. Her 
symptoms rapidly stabilized and improved and she was discharged on 
May 29. She returned to Community Hospital’s outpatient infusion 
department later on May 30 and May 31, and on June 1 for a 3-day 
course of XYZ Pharmaceutical’s IV immune globulin, 90 grams daily.

 

• On June 6, Jane returned to the hospital emergency room with 
symptoms suggesting anemia. Lab work showed reticulocytosis, and a 
positive Coombs test. 



Practical Example “continued” 

• Her hemoglobin was 6.3 g/dL (it had been 13.4 g/dL on 
a previous admission, May 24). She was admitted with a 
working diagnosis of acute hemolytic anemia.  The 
physician suspects an association between her recent 
treatment with XYZ Pharmaceutical’s IV immune 
globulin and the anemia.

• Jane received two units of packed red blood cells on 
June 7. Repeat hemoglobin was 9.0 on June 8 and 9.2 on 
June 9. Past medical history also included diagnoses of 
obesity and hypertension. She was also taking atenolol, 
norvasc, folic acid, pantoprazole and felodipine.


