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Disclaimer

• All information, opinions, examples presented in this session are based solely on my own 

experience and doesn’t represent my current or former employers.
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Imagine wakening up to this news!
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Imagine wakening up to this news!
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https://www.pmcpa.org.uk/about-us/media/news/teva-and-daiichi-sankyo-named-in-advertisements-for-breaches-of-the-abpi-code



صلاح جاهين

الكلمة إيد، الكلمة رجل، الكلمة باب،

الكلمة نجمة كهربية في الضباب

الكلمة كوبري صلب فوق بحر 

العباب،

..الجن يا أحباب، ما يقدر يهدمه

فاتكلموا



Why all external company materials must be reviewed?

• Scientific integrity

• Patient safety

• Impact on company’s reputation

• Compliance

• Strategy implementation

• Avoid regulatory consequences



Review of promotional materials… A Cross-Functional work

Business Medical
Affairs

Regulatory Legal Compliance



What is the Medical Review of Promo Materials?

• To verify the scientific and medical accuracy of content as presented and 

ensure the quality of messages and communications.

• Content and materials need to meet legal, regulatory, and industry code 

as well as ethical standards.

• Medical Review must be conducted by a trained and certified person 

(Certified Medical Reviewer) to assess the scientific accuracy and medical 

validity.



Role of the Certified Medical Reviewer

• Accurate:

• All content is truthful, accurate, clear, scientifically balanced, and not misleading.

• Evidence-based:

• All medical and scientific statements within content are supported by reliable and 

appropriate scientific evidence (product label, clinical trials, etc.).

• Compliant:

• All content adheres to applicable country laws and regulations, industry guidelines, your 

company’s values and standards, and is respectful in terms of taste and tone.

• Appropriate:

• Communications are appropriate based on the intended audience (e.g., Patient, HCP, or 

Payor).



What makes you a GOOD Certified Medical Reviewer?

Medical 
Qualifications

Company 
Certification

Local 
Requirements

TA strategy

Communication 
skills

Courage and 
independence



Different types of medical evidences

Product 
Circular 

Reputable 
scientific 
medical 

journal articles 

Textbooks, 
manuals, 

encyclopedias, 
or dictionaries 

Reputable 
publications 
from health 

organizations

Local health 
department 
statements

Global/local 
medical 
society 

guidelines

University and 
hospital 

publications

High-quality, 
peer-reviewed 

journals 

Congress 
abstracts 

Established, 
reputable 

Internet sites 

Approved 
competitor 

local Product 
Circulars



Hierarchy of medical evidences

Upon What Evidence Are 'Evidence-Based' Practices Based? — R1 Learning
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Reviewing a promo material – Check the tree first!



Practical Examples

Unleash the medical reviewer inside you!



According to 2010 American Diabetes Association Guidelines for management of 

Type-II Diabetes Mellitus, Product X should be used as 1st line treatment followed by 

Product Y, Z

Always check for the most recent 
evidence



Drug X reduced CV mortality by 50% in patients with uncontrolled hypertension

This was based on a subgroup analysis in **** trialAlways use the primary endpoint



Product X proved more effective in reducing Blood pressure compared to

Product Z.

Product X was superior in head-to head trial with product Y, and Product Y was superior in head-to-head trial with product Z

Always rely on H2H data not 
extrapolations



Rota virus can kill your child, Vaccinate them Now!

Always avoid intimidating the patient



Live your sexual life freely, The morning-after pill is here for you!

Always respect the culture



Product X achieved a huge reduction in body weight. Patients maintained weight 

loss for up to two years with no rebound. There was a significant improvement in the 

quality of life. No or minimal side effects

Always balance the information



Product X is the first-in-class, and best-in-class for the treatment of dyslipidemia

Always avoid exaggerated claims



Summary
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