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ABSTRACT 

Case reports describing suspected adverse effects of drugs and medical products that include herbal and 

complementary medicines, vaccines, and other biologicals and strategy is important for post marketing surveillance. 

Publication lends credibility to essential signals raised in this adverse event information. Unfortunately, deficiencies 

in vital information in published cases can often limit the value of such reports by failing to provide enough details 

for either (i) a discrepancy diagnosis or conditional assessment of cause-effect association, or (ii) a reasonable 

pharmacological or organic clarification. Properly described, an available report of one or more adverse events can 

provide a useful signal of possible risks linked with the use of a drug or medical product which might warrant further 

exploration. A review conducted by the Task Force authors originate that many major journals have minimum 

requirements for publishing adverse event reports. 
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INTRODUCTION 

Publication of adverse event information represents 

an important part of post marketing protection 

surveillance of drugs and medical products that include 

herbal and complementary medicines, vaccines, and 

other biologicals and devices. Such information help 

identify potential product-associated risks and serve as 

signals of possible events that may require more formal 

studies.[1] When properly recognized, reports of one or 

more adverse events can help to alert clinicians to these 

potential effects. More importantly, hypothesis can be 

residential on product-associated effects that can be 

properly evaluated and quantify in clinical or 

observational studies. This process ultimately gives 

decision makers a more complete perceptive of a drug 

or medical product’s potential for profit and risks.[2] 

Unfavorable event case reports in general create 

with healthcare providers who, at the same time as 

caring for patients, suspect a potentially fundamental 

relationship between a medical invention and an adverse 

event. Besides reporting this case or a case sequence as 

requested or required by the relevant national health 

authorities, the healthcare provider or the health 

authority (for example, the USFDA) may also elect to 

submit the observations to a biomedical journal for 

publication.[2] 

Adverse event reports published in biomedical 

journals can have a significant clinical impact, 

especially for rare events that might not be detected in 

clinical trials. They can serve as signals of possible 

problems to increase awareness of the possible 

association and stimulate further reports. Readers might 
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assume that these published reports have passed the 

intense scrutiny of the editorial and peer-review 

processes.[3] However, the fullness of available reports 

has been shown to vary. Even when they contain the 

entire essential in order, it is often not possible to appear 

at a definitive diagnosis for the event. 

More than a few reports might provide a stronger 

signal than a single case, although they may also simply 

reflect systematic confounding by indication or other 

biases. These reports build the foundation for 

descriptive hypothesis, but they cannot provide in 

sequence on the quantitative people risk, because they 

represent an unknown proportion of the adverse events 

allied with a medical and the total number of exposed 

patients is not provided.[4] They also cannot provide 

balanced information on the risk factors for such an 

event. Identify and quantify risk factors require 

population-based or other types of epidemiological 

studies.[4] 

THE NEED FOR GUIDELINES 

History review and editorial have uttered concern 

about the quality of published adverse event reports 

written by practitioners. In 1985, an worldwide 

conference attend by professionals interested in adverse 

drug events and by editors of several major medical 

journals proposed guidelines that editors should adopt 

when reviewing adverse result reports submitted for 

publication. Another working group custom-made by 

the French establishment also published 

recommendations in 1997. However, a recent review 

found that many major journals still have minimal 

supplies for publishing adverse event reports, and a 

number of have none at all.[5] 

METHODS 

In view of the fact that of the deficiencies of 

countless published adverse event information and 

unpredictable publication requirements, the 

International Society for Pharmacoepidemiology (ISPE) 

Board of Directors allotted a Task Force in 2004 to 

examine the need for strategy on publishing adverse 

event reports.[6] This Task Force was comprised of 

professionals from North America, Europe, and New 

Zealand with know-how in clinical pharmacology, 

pharmacoepidemiology, pharmacovigilance, drug 

regulation, medicine, pharmacy, herbal medicines, 

medication safety, and biomedical publish. Other 

appropriate publications on causality assessment were 

solicit from experts in the countryside.[7] 

RESULTS 

The literature search disclosed a long-lasting 

apprehension about the quality of in print adverse event 

reports. The review exposed only one usable set of 

guidelines published in 1985. Another set of guidelines 

published in 1997 was not willingly available.[8] The 

original 1985 guidelines built on the structure and data 

elements requested in regulatory adverse event reporting 

forms such as the US FDA’s and the Council for 

International Organizations of Medical Sciences form 

used by many authoritarian agencies worldwide. 

Further, the elements included in the European Single 

Case in Pharmacovigilance Exchange that evolved into 

the International Conference on Harmonization (ICH) 

standard elements for transmission of individual case 

safety reports were also considered to identify key 

elements in case reports.[9] 

THE GUIDELINES 

The duty Force urbanized the subsequent guidelines 

with broad participation from involved ISPE and 

International Society of Pharmacovigilance (ISoP) 

members, and the boards of directors of both 

organizations have approved them. Many of the 

elements planned as ‘required’ for adverse incident case 

reports are based upon the study of adverse event 

causality evaluation by prominence.[10] Although some 

of the optional elements might not be relevant in 

specific adverse event cases, such as medication errors 

or drug interactions, authors submitting reports for 

publication should provide explanation if any of the 

recommended in sequence is missing from a report, in 

order to elucidate whether the information was existing 

but not report or just not offered.[11] In addition, 

authors of adverse event case reports should have 

reported the case to the correct authoritarian authority 

and, if possible, provide the report number to help 

identify duplicates that might also be built-in reports 

submitted by the authority.[12,13] 

DISCUSSION 

The procedure presented in this paper explain three 

tiers of key information about suspected adverse events 

that impending authors of case reports should consider 

when amplification their case. 
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Table-1: Information about types of drug 

reactions with example. 

Types of 

Reactions 

Example 

Type A 

(Augmented) 

Projected from the known 

pharmacology of the medicine. These 

reactions are dose dependent Ex: 

Bleeding with anticoagulants 

Type B 

(Bizzare) 

Reactions are not predicted from the 

Known pharmacology of the drug. Ex: 

Aspirin induced asthma 

Type C 

(Chemical) 

Which are related to the chemical 

structure and its metabolism Ex: 

Paracetamol Hepatotoxicity 

Type D 

(Delayed) 

Which appear after many years of 

treatment Ex: Bladder carcinoma after 

treatment with cyclophosphamide 

Type E (End 

of treatment) 

Occur after drug withdrawal Ex: 

Seizures after phenytoin stopping 

Type F 

(Failure) 

Caused by drug interactions Ex: 

Inadequate dosage of an oral 

contraceptives 

 

  

To the extent possible, inclusion of the required and 

desirable in order will promote a clearer, more 

structured discrepancy diagnosis for the event.[14] 

These guidelines build on the original strategy for 

publications of suspected adverse drug reactions 

published in the Drug Information Journal in 1985.[1] 

Available reports that are conventional to the guidelines 

presented at this time can serve three main purposes. 

First, well documented adverse event reports can 

organized practitioners to the possibility of a supposed 

medical product risk connected incident and increase 

their responsiveness of it. This discriminating sensitivity 

may allow earlier diagnoses in successive cases, with 

better prognosis through earlier therapy, potentially 

including delay of the suspect medication.[15,16] 

Second, for regulators and clinicians in the 

pharmaceutical and medical product industries who 

must carefully calculate adverse event reports, vigorous 

and complete information as outlined in the guidelines 

are very useful to help identify possible risk factors and 

degree of difference diagnoses of an adverse event are 

important. Rare events can also supply to developing a 

case definition for an epidemiological learning.[17] 

Third, the guideline framework can put in to clinical 

teaching about assessing so-called adverse events. The 

framework places of interest the need for clinicians to 

include a possible drug effect in their discrepancy 

diagnosis of any new medical incident and it outlines 

the important elements to consider when evaluating a 

suspected adverse reaction to a drug or medical item for 

consumption.[18] 

The disappointment to develop well documented 

information in published belongings can potentially 

have negative outcomes. When a publication of a so-

called adverse event cites an association of an event 

with a particular drug or medical product, it may be over 

interpreted by clinicians as a established causal 

relationship. However, if incomplete, key aspects of the 

putative association might not be noticeable, particularly 

when the adverse event could also be closely associated 

with the indication for the drug or with emerging new 

symptoms correlated to the indication or, finally, 

connected with other concomitant therapy often used 

with the suspected drug.[19] With not enough risk 

information, physician’s capacities avoid prescribing an 

otherwise useful drug. In calculation, multiple poorly 

documented publications of a solitary case, either in two 

journals or as a single case, followed by its inclusion 

within a case series without proper credentials or 

referencing, can lead to double counting, which can be 

problematic with rare events.[20] 

The emergent focus on drug safety in the past 

decade has underscored our lack of knowledge about 

many drug associated disorders, such as hepatic necrosis 

and. Careful images of relevant clinical features in print 

case reports can supply to the growth in perceptive 

about the safety of medical products that is crucial for 

prescribing physicians and patients to properly weigh 

anticipated risks and benefits in their therapeutic 

choices.[21] 
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