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Objectives: Be able to explain and discuss :-

1. The meaning of drug monograph

2. Content in the drug monograph

3. Steps to develop drug monograph

Scope

➢ What is a drug monograph

➢ General format of a drug monograph

➢ How to create a drug monograph

➢ Examples of drug monograph



A monograph is a specialist work of writing or exhibition on 

a single subject or an aspect of a subject, usually on a 

scholarly subject.

Drug monograph

A drug monograph is a summary of the scientific 

information of a drug. The information includes a 

description section that gives a high level overview of 

the drug product, key development issues, place in 

therapy, and related regulatory information (effects, side 

effects, indications, dosage)

What is a drug monograph



Drug monograph

A publication that specifies for a drug (or class of related drugs), 

the kinds and amounts of ingredients it may contain, the  

conditions and limitations for which it may be offered, directions 

for use, warnings, &other information that its labeling must

contain. The monograph may contain important information 
concerning interactions with other drugs.



General Format of Drug Monographs

All information is based on products and practice. The 

information within these monographs is presented in a 

standardized format to provide the following information:

➢ Description/Classification

➢ Mechanism of Action

➢ Pharmacokinetics

➢ Administration

➢ Indications/Dosage

➢ Interactions

➢ Contraindications/Precautions

➢ Adverse Reactions

➢ How Supplied

➢ Monitoring Parameters

➢ IV Compatibility



Example of Drug Monograph



Example of Drug Monograph



Drug monographs are useful in many ways, like indicating possible allergens, 

providing information on what they treat, and what the repercussions of abuse 

are. However, they can only be effective when done right and when drafted 

appropriately. So, to help you in creating a drug monograph, here are some 

tips and tricks you can use.

1. Choose Concisely

Like a regular monograph, a drug monograph focuses on one topic—or in this 

case type of drug—and expounds it further from there. As such, you need to 

choose one focus and stick to it throughout the document. 

How to Create a Drug Monograph



2. Understand Its Particulars

Once you have set your sights on a target, then you begin to research and 

learn about it. Information such as dosage, percentages, side effects, and 

potential allergens are what you need to write into your document. If need be, 

provide a mini-action plan to follow should overdose or allergic reactions occur 

when using said medication. This portion of the document is your bread and 

butter, so it’s best to keep it practical, specific, and accurate.

How to Create a Drug Monograph



3. Check References for Accuracy

Doing research means more than just browsing online for information that 

sounds similar to what you’re writing. For your drug monograph to be 

practical, you need to search for content on reliable sources and cite them. 

This not only bolsters your text’s reliability, but it also keeps it consistent and 

accurate—the factors that your readers want and need in a pharmaceutical 

document.

How to Create a Drug Monograph



4. Add Tidbits of Relevant Information

This is where research and data analysis will help you much. You can write a 

bit of relevant historical background about the drug, how it’s created and 

commonly utilized, what it treats, and much more. However, don’t make the 

mistake of adding information that’s either too similar to your current text. 

Doing this will make your document redundant and uninteresting.

The benefits of pharmaceutical drugs will always become irrelevant if 

incorrectly manufactured or used. Hence, drug monographs help both the 

industry and the consumer by providing both the necessary knowledge to 

assess the product’s viability and the means to safely utilize its benefits while 

avoiding the risks. After all, wouldn’t you feel much safe if you knew precisely 

what something could do to your body?

How to Create a Drug Monograph



5. Make Summary and Recommendations 

Summary: Includes a short summary of advantages and disadvantages of the 

drug, particularly in relation to other drugs or treatments used for each major 

indication, and any other significant information. Must include indications allowed 

in the institution.

Recommendations: Indicate whether or not the drug should be added to the drug 

formulary of an institution, including specifying the indications that it is approved 

for use in the institution, assuming they would have patients that would be treated 

for illnesses where this drug might be used. Also indicate specific formulary 

status for the drug (i.e., uncontrolled, monitored, restricted, conditional) and 

whether the drug will replace any other product that might already be on the 

formulary. In addition, include any information on how the drug is to be placed in 

any clinical guidelines. For third-party payer monographs, information will need to 

be included on the payment tier.
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