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Indonesia 
Cahyani Endahayu 

Regulatory framework for the promotion of medical 
devices 

1. What laws govern the promotion of medical devices? 

(a) Law No. 8 of 1999 on Consumer Protection (“Law 8”) 

(b) Law No. 32 of 2002 on Broadcasting (“Law 32”) 

(c) Decision of the MOH No. 252/MenKes/SK B/VII/80 on 
controlling and monitoring drugs, food, beverages, cosmetics, 
and medical devices advertisement (“Decision 252”) 

(d) MOH Regulation No. 1184/MENKES/PER/X/2004 on Safety 
of Medical Devices and Household Healthcare Supplies 
(“Regulation 1184”) 

(e) MOH Regulation No. 62 of 2017 on the Marketing 
Authorization for Medical Devices, In Vitro Diagnostic 
Medical Devices and Household Healthcare Supplies 
(“Regulation 62”) 

(f) MOH Regulation No. 76 of 2013 on the Advertisement on 
Medical Devices and Household Healthcare Supplies 
(“Regulation 76”)  

(g) MOH Regulation No. 1189/MENKES/PER/VIII/2010 on the 
Production of Medical Devices and Household Healthcare 
Supplies (“Regulation 1189”) 
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2. What other rules or regulations regulate the promotion of 
medical devices (e.g., professional codes of conduct)? 

(a) Advertorial guidance on medical devices, cosmetics and 
household medical preparations issued by the Indonesian 
Advertisement Council or Indonesian Advertisement Code of 
Ethics (IACE) 

(b) Indonesian Medical Code of Ethics (Kode Etik Kedokteran 
Indonesia) (MCE) 

(c) Indonesian Advertorial Ethical Guidelines issued by 
Indonesian Advertising Company Union Association (EPI) 

3. Marketing authorization 

(a) What marketing authorization is needed to place a 
medical device on the market? 

Regulation 76 provides that medical devices may only be advertised 
after the medical device companies have registered such devices and 
have obtained the registration number/license from the Minister of 
Health.  

(b) Who grants such authorization? 

For medical devices specifically, the license-issuing authority under 
Regulation 62 and Decision 252 is the Minister of Health. 

(c) Are medical devices allowed to be placed on the market 
without such authorization? 

Medical devices may not be placed on the market without 
authorization/permit/license from the Minister of Health. Products or 
goods that have been denied registration by the Minister of Health 
may not be advertised and distributed.  
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Permitted and prohibited practices 
Advertising medical devices 

1. Is it necessary for medical device companies to provide 
any particular product information when promoting their 
products? 

Yes. Under Law 8 and Regulation 76, medical device companies must 
provide sufficient information on the products they promote.  

2. What support is required to advertise a promotional claim 
regarding a product? 

Generally, medical device companies must provide the following: 

(a) Information that will not mislead consumers 

(b) Objective information about a medical device that does not 
exaggerate claims regarding origin, specifications, quality, 
quantity, composition, usage, security and limitation as a 
medical device 

(c) Complete information regarding a product's usage, as well as 
information about warnings and any matter that may be of 
material concern to the users 

3. Is scientific data and literature supplied by a medical 
device company considered advertising material? 

It is most likely, given that the definition of “advertisement” based on 
Regulation 76 is very broad and basically covers any information used 
to inform the public about the availability of a product. For context, 
Article 1.1 of Regulation 76 defines “advertisement” as information 
that is commercial and public service in nature, about the availability 
of services, goods and ideas that could be utilized by the public, with 
or without reward to the relevant advertiser. Accordingly, if scientific 
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data and literature are used in an advertisement, then they will most 
likely be considered as advertisement material. 

However, the Minister of Health will have the final say on whether or 
not content could be considered advertising material (i.e., including 
scientific data and literature that relate to a medical device). Please 
note that if the scientific data and literature is published through: (i) 
electronic media; and (ii) information technology media, the Minister 
of Communication and Information has the authority to determine 
whether or not the publication is lawful.  

4. Are there any rules regarding the referencing of scientific 
publications and/or citing professional experts in 
connection with the promotion of medical devices? 

Yes. Under Regulation 76, medical devices must not be advertised 
using references or recommendations from professionals, laboratories, 
government institutions or medical experts. 

5. Do medical device companies need to have promotional 
materials pre-approved? If yes, who approves such 
materials? 

Yes. Based on MOH's policy, a medical device advertisement can 
only be shown or included in designated media (please see point 9.1 
below) once it has been approved by the Directorate General of 
Pharmaceutical and Medical Devices (DGPMD), which is a division 
in the MOH that is responsible for overseeing pharmaceutical and 
medical device products.  

Advertising to end-consumers / patients 

1. Are the following activities permitted: 

• advertising medical devices directly to end consumers / 
patients 

• selling medical devices directly to end consumers / patients 

• sending out email to end consumers / patients? 
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Points (a) and (b) are arguable since there is no law that specifically 
regulates these matters.  

With regard to point (c), Regulation 76 provides that medical devices 
may be advertised on: (i) printed media; (ii) electronic media; and (iii) 
information technology media and/or outdoor media. Accordingly, 
advertisement through email should be permitted, given that its 
method is inseparable from the use of electronic or information 
technology media, that is, an email (containing an advertisement) can 
only be accessed or sent using electronic or information technology 
media.  

Notwithstanding the above, if a customer needs assistance from a 
professional in using a particular medical device, the advertisement of 
that medical device can only be done through: (i) printed media for 
physicians and pharmacies; and/or (i) scientific forums for healthcare 
professionals.  

2. Are medical device companies permitted to use expert 
terminology in advertising to end-consumers / patients? 

This is arguable. Under Law 8, medical device companies must use 
common words that can be understood by the public and not mislead 
consumers.  

Under Regulation 76, advertisement material is prohibited if it 
contains confusing medical jargon or slogan. However, the extent as 
to what can be considered as “confusing” is not clear.  

3. Are medical device companies permitted to use 
comparative advertising? What are the rules? 

Comparative advertising is allowed under Regulation 76 but limited to 
some extent. If comparison with another product is done in a 
demeaning way, then it would be prohibited.  
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4. Are medical device companies permitted to use ‘before 
and after’ images in advertising? 

This is subject to the assessment of the authority.  

Regulation 76 generally prohibits any medical device advertisement 
containing materials that could mislead its viewers by way of 
conspicuous comparison.  

5. Are medical device companies permitted to advertise 
prices for medical devices? 

Yes. Under the IACE, medical device companies are permitted to 
advertise the prices of medical devices. If the price is placed in the 
advertisement, it has to be clear enough for the consumer to 
understand the value of the product. The use of an asterisk sign (*) on 
printed media cannot be used to mislead or lie to the public on the real 
price of the advertised medical device.  

6. Are the following types of advertisements permitted for 
medical devices? 

(a) Email 

This should be allowed under Regulation 76. Please see point 9.1 
above. 

(b) TV / radio 

This should be allowed under Regulation 76. Please see point 9.1 
above. 

7. Are medical device companies permitted to use 
testimonials to promote their products? 

No. Under Regulation 76, testimonials are considered as one of the 
prohibited materials for medical device advertisement.  
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8. Are medical device companies permitted to conduct 
contests, raffles or other by-chance events (i.e., events 
where results are by-probability) to consumers who 
purchase their medical devices? How about to physicians? 

There is no specific rule that regulates this matter. 

9. Are there fewer restrictions where only the medical device 
company itself (and not its products) is advertised? 

There is no specific rule that regulates this matter. 

Promotional activities 

1. Are there restrictions on the promotion of medical devices 
that are outside the CE label / other marketing 
authorization? 

CE Marking is not applicable in Indonesia. 

2. Who is considered a healthcare professional for purposes 
of advertising and promoting medical devices? 

Under Law 36, a healthcare professional is defined as anyone who 
serves people in the health sector and has knowledge and expertise 
gained from medical education and for special purposes. Healthcare 
professionals have to obtain authorization to conduct medical 
treatment. 

As we have mentioned in point 7, healthcare professionals are 
prohibited from advertising and promoting medical devices. 

3. Are medical device companies permitted to organize 
patient information sessions about: (i) products; (ii) 
disease; and (iii) surgery? 

This is arguable. To organize patient information sessions and 
disseminate information about the product, medical device companies 
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have to abide by relevant provisions regarding medical device 
advertising since such activities can be considered as promotional 
activities. 

4. In connection with the promotion of medical devices, what 
are the rules on medical device companies providing 
healthcare professionals or medical institutions with: gifts, 
sample products, hospitality, entertainment, sponsorship 
for training, research, employee positions or events, and 
discounted products? 

Under the MCE, healthcare professionals are prohibited from 
receiving any promotional materials and products from medical device 
companies or other similar institutions. Further, companies must also 
observe the reporting obligation required under the prevailing 
sponsorship regulation issued by the MOH. Please see the section in 
the MapApp that addresses the issue on sponsorship of healthcare 
professionals.  

5. Are medical devices companies allowed to offer medical 
equipment to hospitals free of charge (distinction needs to 
be made between devices that are necessary to administer 
a medicinal product, and other medical devices, such as 
pumps, navigation systems, centrifuges, etc., that are not 
linked to the administration of a medicinal product)? 

This is arguable. We believe that no legal issue will arise as long as 
the medical device companies have no intention of influencing the 
independence of the hospitals.  

Contracts with healthcare professionals and medical institutions 

1. Are medical device companies permitted to engage 
healthcare professionals for speaking arrangements or for 
any other services? 

There is no specific regulation regarding this matter. However, under 
the MCE, healthcare professionals are prohibited from attending any 
direct or indirect promotional activities. 
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Liability under criminal and civil law and the applicable codes of 
conduct 

1. What are the consequences for a medical device company 
if an infringement of the relevant laws and/or regulations 
on promotion of medical devices occurs? 

If a medical device company does not comply with the rules, it will 
face administrative sanction or other sanctions under prevailing law. 

Under the IACE, if a medical device company does not comply with 
the rules, the Indonesian Advertisement Council (IAC) will issue a 
warning letter twice. If the noncompliance continues, the IAC must 
stop the broadcasting or issue a recommendation of sanction to all 
relevant parties (e.g., Indonesian Broadcasting Commission, Minister 
of Health, and Minister of Communication and Information). 

If the advertisement of a medical device is deemed to violate the 
requirements and standards under Regulation 76, the DGPMD has the 
authority to order the manufacturer of the medical device to either 
change, withdraw, erase and/or stop the advertisement (“Rectification 
Action”) within seven working days after a notification is served.  

In case the manufacturer fails to perform the Rectification Action 
within the deadline, the DGPMD may take the following 
administrative actions:  

(a) Issue a written notification 

(b) Revoke the approval on the advertisement 

(c) Revoke the marketing authorization 
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