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Natural Rubber (latex)

Also called India rubber or caoutchouc, as initially produced, consists 
of suitable polymers of the organic compound isoprene, with minor 
impurities of other organic compounds plus water. Forms of 
polyisoprene that are useful as natural rubbers are classified as 
elastomers. Currently, rubber is harvested mainly in the form of the 
latex from certain trees. The latex is a sticky, milky colloid drawn off 
by making incisions into the bark and collecting the fluid in vessels in 
a process called "tapping". The latex then is refined into rubber 
ready for commercial processing. 



Natural Rubber (latex)

Natural rubber is used extensively in 
many applications and products, either 
alone or in combination with other 
materials. In most of its useful forms, it 
has a large stretch ratio, high resilience, 
and is extremely waterproof.

Latex is frequently used as part of the material 
packaging or medical devices provided with any 
medicines (pre-filled syringe plungers, cap of the 
vials).
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Allergic Reactions

Estimated that 10-12% of employees in health care and other 
occupations may develop or have developed clinical allergies to 
Natural Rubber (latex)

Why Concern with 10-12%?


 

Latex allergies are IgE-mediated.


 

The prevalence of latex allergy in the general population is low.


 

May be significant problem for groups with high exposure to latex 
“dipped” products.
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Type I

The most serious and rare form, type I is an immediate 
and potentially life-threatening reaction, not unlike the 
severe reaction some people have to bee stings. Such   
reactions account for a significant proportion of 
perioperative anaphylactic reaction, especially in children 
with myelomeningocele.

Testing for type I natural rubber latex allergy is through 
blood testing, such as RAST (radioallergosorbent test) 
identifies what types of IgE proteins trigger allergic 
reactions. 

Allergic Reactions
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Type I

While the standard for allergen testing is the skin prick 
test, there is no approved skin testing reagent for latex in 
the United States  though some other countries do have 
approved skin testing reagents. Type I natural rubber 
latex allergy is caused from IgE (immune) mediated 
reactions to proteins found in the Hevea brasiliensis tree, a 
type of rubber tree.

Some people who are allergic to latex are also allergic to 
clothes, shoes, and other things that contain natural 
rubber latex

Allergic Reactions
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Type IV (allergic contact dermatitis)

Also known as allergic contact dermatitis. This 
involves a delayed skin rash that is similar to 
poison ivy with blistering and oozing of the 
skin (see urushiol-induced contact dermatitis).

Natural rubber latex can also cause irritant contact dermatitis: 
The most common type of reaction. This causes dry, itchy, 
irritated areas on the skin, most often on the hands. It can be 
caused by the irritation of using gloves, or it can also be 
caused by exposure to other workplace products. Frequent 
washing of the hands, incomplete drying, exposure to hand 
sanitizers, and the talc-like powder coatings (zinc oxide, etc.) 
used with gloves can aggravate symptoms.



Latex Reactions 
Caused by Histamine Release


 

Skin rash (dermatitis)


 

Skin wheals (urticaria)


 

Indigestion (upset GI tract) 


 

Runny nose (rhinitis)


 

Red, itchy eyes (conjunctivitis)


 

Constriction and obstruction of lung airways (asthma)


 

Shock (Anaphylactic)



Excipients in the label and package leaflet 
of medicinal products for human use

Natural rubber (latex) is not a typical 
excipient, but it is frequently used as part of 
the material packaging or medical devices 
provided with any medicines; natural rubber 
(latex) can cause severe allergic reactions in 
susceptible patients.



AIFA has received 2 reports from an health care 
professional, concerning 2 cases of anaphylactic shock, in 
the same patient (adult woman), with Orgalutran and 
Cetrotide, possibly due to the presence of latex (pre-filled 
syringe plungers in the first case, cap of the vials in the 
second case). 

Having verified the absence of the warning in the package 
leaflets of the two products, we have required to the MAH to 
submit a request of variation, to include this warning in the 
package leaflet.

AIFA Cases






 

We have required to all the 
MAHs of products where this 
warning was not present to 
submit a request of variation 
(inclusion of warning). 


 

Send a NUI (no urgent 
informaton) via EPITT to all NCA.

Regulatory Actions



This experience shows the importance of ADRs 
reporting to identify regulatory issues and take 
corrective action to improve the risk/benefit 
profile of medicines.

Conclusions
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