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1. Introduction 

 

Purpose 
Novartis’ vision is to be a trusted leader in changing the practice of medicine. Consistent with this vision, 

Novartis is committed to the same high standard of ethical business conduct wherever it does business. 

Novartis has therefore adopted a single set of ethical principles that should be applied in daily decision-

making by all Novartis CAC Associates in any customer interaction and professional practice-related 

activity, including those not specifically covered by this Policy or related documents. 

 

Scope and applicability  
This Policy applies to all associates from Novartis Pharma (Logistics), Inc., Novartis Farmaceutica, S.A. 

(AC), y Novartis Caribe, S.A  for the Innovative Medicines (Pharma and Oncology) and Sandoz in the 

Central America and Caribbean (known as Novartis CAC) as well as all professional practice-related 

activities conducted by third parties on behalf of Novartis. All such activities must be conducted in 

accordance with local laws, regulations and industry codes, which may be more stringent than the 

requirements outlined in this Policy. 

 
This Policy serves as the foundation for P3 Guidelines (“Guidelines”) and local standard operating 
procedures (“SOPs”) all of which provide additional requirements for expected behaviors. As a result, this 
Policy should be read and applied in conjunction with the Guidelines and other references included in 
Section 5 of this document.  
 
The P3 Global Policy is effective as of November 1, 2019 and must be implemented by all Novartis CAC 
affiliates. It replaces the version 1 of the professional practice policy of the Innovative Medicines and 
Sandoz divisions. 
 
The owner of the Global Professional Practices Policy (P3) is Group Integrity & Compliance and for the 

local P3 policy is the Compliance department for the Innovative Medicines and Sandoz divisions of Novartis 

CAC, respectively.  
 

 

 

  

  



 

2.  Principles 

Put patients first  
All interactions with our customers must ultimately 
benefit patients by enhancing the standard of care, 
raising awareness about diseases and their treatment 
options, or otherwise contributing to the ethical delivery 
of healthcare.  
We will treat patient information with respect, protect 
confidentiality, where required obtain informed consent, 
and be transparent with patients at all times.  
We must protect patient safety. If an Associate 
becomes aware of a product-related risk or complaint 
(e.g., adverse event, manufacturing defect or product 
failure) related to Novartis products (approved or 
investigated) it must be reported in a timely manner.  
 

Fund responsibly  
External funding, including grants, donations and 
sponsorships, must only be given to legitimate 
organizations and provided in a way that protects our 
reputation, aligns with society’s expectations, and is 
consistent with the Novartis Mission to discover new 
ways to improve and extend people's lives.  
The same rules apply for external in kind support.  
 

Act with clear intent  
As trusted partners in healthcare, all of our activities 
must have clear and transparent objectives that are 
accurate, truthful, not misleading, and appropriate for 
their intended context.  
Novartis may conduct promotional and non-promotional 
activities throughout the product lifecycle. These 
activities ensure that products are developed to meet 
the needs of patients, to advance scientific 
understanding of disease, including disease 
management and treatment outcomes, and to discuss 
the appropriate use of products.  
Non-promotional activities should never be conducted 
in a way that are intended or perceived to be 
promotional. 

Engage appropriately  
Associates must not offer, approve, or provide 
anything of value with the intent or consequence of 
inappropriately influencing or rewarding our 
customers for the use of Novartis products.  
Novartis may choose to engage healthcare 
professionals or other customers to provide 
necessary and legitimate services to help us 
research, develop, and/or promote our products. 
Any compensation must be for a bona fide service, 
consistent with fair market value, properly 
documented and accounted for, and disclosed 
where required.  
Allowable items of value, when provided to 
customers, must be modest, reasonable, 
infrequent, free from actual and perceived conflicts 
of interest, and disclosed where required.  
 

Research for the right reason 

Research and development must only be 
conducted to address valid medical or scientific 
questions aimed at enhancing patient care. We 
must always respect and protect the rights, safety 
and well-being of patients and animals and 
safeguard the integrity and validity of the data 
obtained.  
Research and development activities must follow 
established ethical and scientific standards and be 
conducted by qualified investigators.  
Research and development activities must never 
be promotional in nature. 
 

 

  



3. Policy 

3.1 Clinical Research 
Novartis CAC must conduct clinical research for the right reasons. Research must be conducted only if 

it is scientifically valid and designed to answer relevant medical, scientific, or health economic questions.  
 
It must follow the Novartis Position on Clinical Study Transparency and the Novartis CAC Quality Manual.  
Novartis Associates must always put patients first and protect their safety; if an Associate becomes aware 

of an adverse event related to any study or product, he/she must report it according to Novartis Global 
Adverse Event Reporting Standard.  
 
Novartis CAC supports the publication of study results in a timely manner and must not withhold or suppress 

data. We must protect confidential and/or patentable information, and personal information. Where required 

by local laws, regulations and/or industry codes, Novartis CAC must disclose and report any payments or 

transfer of value made to HCPs and/or their institutions for research studies and third party medical writing 

support for publications. All publications must follow Novartis CAC Guidelines for the Publication of Results 

from Novartis-Sponsored Research. 

 

3.2 Pricing and Market Access 

Novartis CAC may interact with individuals, including HCPs, involved in recommending or deciding product 

reimbursement or purchase of Novartis CAC products. However, these interactions must not interfere 

with their independent judgment or be perceived as improperly influencing them.  

 

Interactions may include proactive discussions to understand the needs of governments, payers and public 

health organizations (e.g., budgetary impact of new therapies) or responding to specific request for 

information (e.g., providing economic data or pipeline information that is in the public domain). All such 

discussions must be truthful and accurate. If these interactions are with public officials, they may be subject 

to additional laws, regulations and industry codes. Engagement of HCPs for professional services who are 

formulary committee members must be disclosed according to local laws, regulations and industry codes. 

Discounts, rebates and other payments must be accurately and appropriately recorded in our books and 

records. 

 

 

3.3 Pre-Approval Communication and Scientific Exchange  

Products must only be promoted consistent with approved labeling according to each country 

registration in the region.   
 
Novartis CAC supports the right of the scientific community and the public to be informed concerning 
scientific and medical progress. Therefore, where allowed by local laws, regulations and industry codes, 
Novartis CAC may exchange scientific information. This may include communications at scientific events, 
public disclosure of information to investors/ shareholders, governments, reimbursement agencies or their 
agents and public health organizations. Likewise, before the information is disclosed to the healthcare 
professionals, the fact that it is about an off-label product or indication must be informed. 
 
In case of international events, this means, those in which a significant number of speakers or attendees 
from different countries participate, the communication on new drugs and indications off label must be 
avoided as far as possible. However, a previous revision and validation by qualified personnel (for example, 
Regulatory Area or Medical Area) can be done according to the already approved conditions in the country 
of origin or other countries, and in this case it is mandatory to include notices and reports clarifying the 
healthcare professionals that the related medication or condition is not approved in the country where the 
event is being held. Additionally the healthcare professionals must be informed about the countries in which 
the related product or indication is already registered and approved for its marketing. 



 
Novartis may receive unsolicited requests for information on unapproved drugs and indications (off-label) 
from HCPs, patient organizations, and other stakeholders. Only the Medical function may provide such 
information in response to these requests. Novartis Associates who receive unsolicited requests for off-
label information must forward such requests to the Medical function. The response provided by the Medical 
function, including any materials, must be accurate, not misleading, not promotional in nature, related solely 
to the subject matter of the request, and in compliance with local laws, regulations and industry codes. The 
Medical function should maintain written documentation of unsolicited requests and responses.  
 
Novartis Medical Scientific Liaisons (MSLs) may interact with HCPs throughout the lifecycle of a product 

for the purpose of exchanging scientific information. Interactions must not be promotional in any way, and 

must have clear intent and transparent objectives. 
 

 

3.4 Promotional Interactions 
Upon receipt of marketing authorization, Novartis CAC may interact with customers, either directly or via a 
third party, to promote Novartis products, related features, and benefits. All interactions must have clear 
intent, transparent objectives, and must not interfere with the independence of customers.  

 
Products must only be promoted consistent with approved labeling, as approved by the local regulatory 
authorities. Anyone promoting a Novartis CAC product must be trained and have sufficient knowledge of 
the product to provide full and accurate product information.  
 
The final purpose of all the interactions with healthcare professionals must be to improve the patients' care 
and/or to improve the medical practice. Nothing can be offered or provided to a healthcare professional 
with the intention of improperly influence on their decision to prescribe, recommend, dispense, purchase, 
provide, supply, or administer products. 
 
Any materials used for purposes of the interaction must be approved in accordance with the P3 Guideline 

on Promotional and Non-Promotional Materials and local laws, regulations and industry codes. 
 

 

3.5 Promotional content  
 

Novartis CAC may produce and disseminate content (printed, electronically, and orally) to inform, educate, 

or promote its products. All content must be accurate, fair, balanced, truthful and not misleading, based 

on adequate substantiation and consistent with the scope of the relevant product’s marketing authorization.  

 

The promotion encourages the appropriate usage of the pharmaceutical products. It must not deceive 

through distortion, overstatement, excessive emphasis, omission, or any other way. This material at no time 

should promote self-medication or usage of off-label indication.   

 

Content must be reviewed, approved and updated, as required in accordance with the P3 Guideline on 

Promotional and Non-Promotional Materials and local laws, regulations and industry codes. 

 

3.6 Items of Medical Utility  
 
Novartis CAC must engage appropriately with all customers. Where permitted by local laws, regulations, 

and industry codes, items of medical utility and cultural acknowledgements may be offered or provided to 
HCPs if such items are modest, reasonable in value, offered on an occasional basis and according to the 
P3 Guideline on Items of Medical Utility and Cultural Acknowledgements (global and Local)  



 

Gifts of any kind (including personal gifts), cultural recognitions (even small or modest 
gifts not related to the practice of medicine given to HCPs for cultural or religious issues 

such as new year, birth of children, marriage, funeral or professional achievements) and 
promotional aids, branded or unbranded (known as gimmicks), are prohibited for all 
Novartis CAC divisions and should not be provided to HCP or family members for any 

reason. This includes payments in cash or cash equivalents (such as gift certificates). 
Items submitted to HCPs for use during Novartis CAC meetings (such as pens and 
notebooks) must not include any product brand of Novartis CAC or the company and are 

not considered gifts in accordance with the provisions of this Policy . 
 
Novartis CAC employees must not and cannot use their own funds to provide gifts of any 

kind in their personal capacity or on behalf of Novartis. 
 
 

3.7 Samples, Demonstration and Evaluation Devices  
Where permitted by local laws, regulations, and industry codes, free samples of Novartis CAC 
pharmaceutical products (medical samples)  may be provided to HCPs authorized to prescribe that product 
in order to enhance patient care or provide experience with the product. Pharmaceutical samples must 

be permanently labeled as samples, and managed with systems of control and accountability. They must 
never be resold or otherwise misused.  
 
Over the counter (OTC) product samples may be distributed directly to customers where permitted by local 
laws, regulations, and industry codes.  
 
Demonstration and evaluation devices may be provided free of charge to an HCP or HCO for a limited and 

agreed-upon duration. Devices provided must be labeled appropriately and must not be provided prior to 

receipt of marketing authorization for their intended use in that market. Title to the device must remain with 

Novartis for the entire duration of the evaluation and devices must not be stored at any HCP or HCO facility 

when not under evaluation. 
 

It is forbidden to offer samples to the healthcare professionals as exchange of the prescription, indication, 

or administration of products. The distribution of free medication samples may only be done to healthcare 

professionals authorized to prescribe or supply (this case only if local law allows), and in a number that is 

not above the required one to familiarize the healthcare professional and patients with the product.  

 

The samples can only be given to the healthcare professionals, and never directly to the patient. 

 

All the Novartis CAC associates involved in the free medication samples process must act according to 

what is established in this policy, as well as the local SOP “Control and Management of Medical Sample 

Process” (Distribuición y manejo de muestras médicas) specifically established to regulate this process in 

order to keep a tracking system to allow a control of such samples until this are under the possession of 

the medical representative. 

 

 

 

3.8 Events 
Novartis CAC may organize events or fund events organized by third parties throughout the product 
lifecycle with the objective to provide scientific information or educate customers about our products or 



applicable disease areas. All events must have clear objectives, be funded responsibly and aligned with 

Novartis CAC’s mission, in a way that meets societal expectations.  
 
Events must have clear purpose and be transparently conducted. If the purpose of the event is non-

promotional we must not use materials with brand colors and logos or any promotional content, and avoid 
any perceptions of disguised promotion.  
 
Common types of events organized or funded by Novartis CAC are:  
• Promotional speaker programs to educate HCPs on Novartis CAC products or applicable disease areas.  

• Scientific meetings to facilitate legitimate scientific debate, gain or provide scientific or medical 

educational information  

• Disease awareness programs to increase knowledge and education about diseases and their 

management.  

• Investigator meetings to initiate, update, or close-out Novartis CAC sponsored or supported studies. 

Such meetings must be managed in accordance with the requirements of the relevant investigator study.  

• Novartis CAC site visits for customers or regulatory authorities. Such visits must be coordinated with the 

local site management.  

• Third party congress or symposia to provide medical education.  

 
Novartis CAC Associates should organize events in accordance with the P3 Guideline on Events and 

Professional Meetings. 

 

3.9 Venue, Travel and Hospitality 
All events, meetings, or activities must be held in a venue appropriate for scientific or educational exchange 
and in accordance with local laws, regulations, and industry codes. Novartis CAC must avoid venues that 
may be perceived as extravagant or applying inappropriate influence. For Novartis CAC-organized events, 
refreshments and/or meals incidental to the main purpose of the event may be provided, however no 
entertainment or other leisure/social activities should be provided or paid for by Novartis CAC. Lodging can 
only be offered in cases in which the attendees have traveled a reasonable distance, and when the 
meeting's time is enough to justify their overnight staying. 
 
Interactions with public officials may be subject to additional laws, regulations and industry codes.  
Where permitted locally, Novartis CAC may fund HCPs to attend events in their country of practice (or home 

country). However, Novartis does not fund HCPs to attend international events with the exception of HCPs 

who are providing a service to Novartis. International travel may be funded only under certain circumstances 

where HCPs are engaged by Novartis to provide professional services. In all instances, we must ensure 

that event funding does not interfere with HCP independence. 

 

As general rule, the reimbursement for travel expenses to a healthcare professional is not allowed. Only it 

is possible in exceptional cases, this means where there are reasons out of the control of the professional 

and/or Novartis such as cancellation of flights or errors in the issuance of documents (for example, air 

tickets with wrong names, exit taxes of Costa Rica, visas from the country where the event is being held). 

A reimbursement can be done following the in force procedure established by the Treasury area. 

 

Novartis CAC Associates should organize events in accordance with the P3 Guideline on Events and 

Professional Meetings. 

 

 

3.10 Fees for service  



Novartis CAC may engage with HCPs and HCOs for professional services, either directly or via a third 
party. Such services may include the engagement of HCPs as speakers for promotional speaking 
programs, scientific standalones, or other events, consulting engagements, advisory boards and/or 
market research. Irrespective of direct engagement or via a third party, Novartis is responsible for 
engaging appropriately and without the intent, perception or consequence of inappropriately influencing 

HCPs or HCOs for the use of our products.  
 
All engagements must be based on a legitimate need for the service. Any HCP or HCO engaged by Novartis 
CAC must have the necessary experience and/or capabilities to provide the services. The engagement 
must be confirmed in a written agreement signed by both parties before commencing any services, which 
includes specific tasks, responsibilities and compensation. Compensation for services must be reasonable 
and at fair market value in relation to the services rendered. Engagement of HCPs who are public officials 
may be subject to additional laws, regulations and industry codes.  
 
The engagement of HCPs should be approved in P3 Core for Sandoz Division. For Innovative Medicines, 
only the event should be approved.  
 
Cross-country engagements of HCPs must be approved by qualified Novartis CAC Associates from the 
HCP’s practicing country for compliance with local laws, regulations and industry codes. Compensation for 
services must be paid into the HCP’s practicing country.  
 
Novartis CAC Associates must follow the P3 Guideline on HCP and HCO Engagement. 

 

3.11 Interactions with Patients and Patient Organization  
Novartis CAC may interact with patients, caregivers, and patient organizations to understand their 
perspective and provide knowledge regarding diseases, treatments, and its care. All interactions must be 
ethical, transparent, non-promotional, and consistent with Novartis CAC’ mission and maintain the 
independence of the patient and patient organizations.  

 
Novartis CAC must treat patient information with respect and protect confidentiality. We must not 

accept any patient or caregiver information from third parties unless the patient or caregiver has provided 
explicit consent for the provision of the information to Novartis CAC. 
  
In most markets, interactions with patients are non-promotional activities and must not be used for, or mixed 
with, promotional purposes. Promotion of prescription-only products to patients (direct-to-consumer 
promotion, “DTC”) is not allowed in most countries. Where such promotion is allowed, it must strictly follow 
the applicable local laws, regulations and industry codes. Advertisements for patient recruitment in public 
media, where permitted, must not be misused for promotion of a product.  
 
Novartis CAC may engage with patients or patient organization for services, such as participation in patient 
advisory boards. All engagements must be based on a legitimate need for the service and confirmed in a 

written agreement signed by both parties before commencing any services. Compensation for services 
must be reasonable in relation to the services rendered.  
 
Novartis CAC may also provide financial and other support to patients and patient organizations. Such 
support may be in the form of Patient Support Programs (“PSPs”), Patient Assistance Programs 

(PAPs), funding to support/establish patient organizations, etc.  
 
Novartis CAC Associates must follow the P3 Guideline on Interactions with Patients and Patient 

Organizations. 

 

 

3.12 External Funding  
 



Novartis CAC may provide funding or other support to external organizations. This includes grants, 
donations, funding for medical education such as preceptorship programs, and sponsorships. We must 
fund responsibly, in a manner that maintains our reputation, aligns with our mission to discover new ways 

to improve and extend people's lives, advance medical or scientific knowledge, and supports communities 
where Novartis Associates live and work.  
 
External funding or support must only be given to legitimate organizations, never to individuals, and in 

accordance with the P3 Guideline on External Funding. It must have a clear and defined purpose. Funding 

must be reasonable and legitimate in light of the activity being funded and properly tracked, documented, 

reported, and accounted for, as required by local laws, regulations and industry codes. Where applicable, 

funding must follow the Novartis Anti-Bribery Policy. 

 

 

4.  Definitions  

Adverse Event 

An adverse event is any unfavorable medical occurrence or unintended sign (including an abnormal 

laboratory finding), symptom, disease or injury temporally associated with the use of a medical device, 

medicinal or investigational product, in patients, users, or other persons, whether or not it is considered to 

be related to or due to the product. 

 

Customer 

Defined broadly as:  
• Patients and patient organizations  

• Healthcare partners, including but not limited to, healthcare professionals, healthcare organizations, 
payers, third party distributors/wholesalers, suppliers, intermediaries  

• Non-HCP Retailers.  

 

Caregiver  
Someone who participates in or makes medical decisions for a patient. Examples of caregivers include 

parents or legal guardians, spouses or partners, adult children, relatives, or other friends. 

 

Disease Awareness Programs  
It is a non-promotional program carried out to increase awareness or education about health, disease and 

its management, aimed at patients, the general public and health professionals.  

 

Over the Counter (OTC) Product  
A product marketed for use by consumer without the intervention of a HCP in order to obtain the product. 

 

Cultural Acknowledgements  
An inexpensive item, not related to the practice of medicine (also referred to as ‘Courtesy Gift’), involving 

the HCP or their immediate family members to acknowledge significant national, cultural or religious 

holidays or events. 

 

Donation  
Benefit granted by Novartis to legitimate organizations for an altruistic and specified purpose, where 

Novartis does not expect to receive any benefit, consideration or service in return. 

 



Event  
A conference, congress, symposium, or any other meeting of a scientific, educational, or professional 

nature organized or funded partially or fully by Novartis CAC or a third party to disseminate knowledge 

enhancing information, increase knowledge of Novartis products, provide scientific, educational and/or 

professional information.  

 

Gifts  
Benefits of any kind given to someone as a sign of appreciation or friendship without expectation of 

receiving anything in return. 

 

Grant  
Independently requested contribution conveyed to a legitimate organization for a specified purpose without 

agreement or intent to receive any tangible benefit (a measurable or quantifiable and objective benefit). 

 

Healthcare Organizations (HCOs)  
Any legal entity (such as a company, partnership, or healthcare institution), whether public or private, that 

offer/provide Medical Services to patients and may prescribe, order, dispense, recommend, purchase, 

supply, administer, lease, and use Novartis CAC products, and all members of their office staff, and medical 

associations or organizations. 

 

Examples of HCOs include: physician practices, hospitals (including university hospitals), ambulatory 

surgical centers, pharmacies, clinics, nursing facilities, managed care entities, group purchasing 

organizations (GPOs), specialty pharmacies, medical societies, and businesses owned by an individual or 

group of HCPs. 

 

Healthcare Professional (HCP)  
Any member, student, or researcher of the medical, dental, optometry, opticianry, pharmacy, or nursing 

profession or any other person, social workers, clinical psychologists, formulary committee members, and 

pharmacy & therapeutics (P&T) committee members who in the course of his or her professional activities 

provides medical services and may prescribe, order, dispense, recommend, purchase, supply, administer, 

lease, or use pharmaceutical products and/or medical technologies, and all members of their office staff.  

 

Items of Medical Utility  
Items given to HCPs that (1) are intended for the direct education of HCPs or patients, or are for use by 

patients to assist them in the administration of their treatment or management of their conditions, and (2) 

do not have value to HCPs outside of the scope of their practice and educational need. 

 

Medical Services  
Performing or ordering any examination, test, or procedure to diagnose or treat any medical or health-

related issue, or filling a prescription for a pharmaceutical or device product that is eligible for payment by 

someone (whether payor is public or private) other than a patient/consumer. 

 

Patient  
Any person who may receive a prescription for, and/or are treated with a pharmaceutical product and/or 

medical technology for his or her individual needs. 

 

Patient Organization  



Independent organization which has the goal of providing direct support to people affected by an illness or 

advocating for, among other things, patients’ rights, disease awareness and patient information in one or 

more therapeutic areas. Such organizations are often established by patients, their family members and 

caregivers but may also include Health Care Professionals (HCPs), volunteers and policy makers among 

their membership or leadership. 

 

Patient Support Program  
A program that involves direct or indirect interactions with a patient or patient’s caregiver implemented by 

Novartis CAC or a third party on behalf of Novartis CAC. Examples include helping patients manage 

medication administration and adherence, provide disease management support, provide, or arrange for 

financial assistance for patients who cannot afford medications. 

 

Pharmaceutical Samples  
Free pharmaceutical products supplied to HCPs authorized to prescribe that product in order to enable 

HCPs and their patients to gain experience in dealing with the product. 

 

Promotional Aid  
Non-monetary items that are branded or include minimal information intended to promote Novartis or its 

products. Examples of Promotional Aids include pens, mousepads, and microfiber cloths. 

 

 

Public Official  
• Any elected or appointed officer or employee of a government or government department, government 
agency, or of a company owned or partially owned by a government. Medical and scientific personnel 
qualify as public officials when they work at a hospital, clinic, university or other similar facility owned or 
partially owned by a government.  

• Any elected or appointed officers or employees of public international organizations, such as the United 
Nations. 
• Any person acting in an official capacity for or on behalf of a government or a government department, 
government agency, or of a public international organization  

• Politicians and candidates for a political office  

• Any other person who is considered to be a public official according to applicable laws, regulations and 
industry codes  

 

Research and development activities  
Activities conducted to obtain scientific and clinical knowledge in order to address unmet medical needs. 

These activities include clinical and non-clinical studies, exploratory early stage research, investigator 

meetings, studies in human subjects or involving human/patient data, and animals or biological materials. 

 

Scientific Exchange  
Collection, publication, distribution and communication of scientific knowledge (knowledge related to, 

derived from or used in science for sharing), which may include information concerning a Novartis product. 

 

Sponsorship  
Agreement by which Novartis CAC, for the mutual benefit of Novartis and the sponsored party, provides 

funding to establish an association between the Novartis’ image, brands, or services and a sponsored 

event, activity, or organization. 



 

 

Actividad no-promocional  

Set of activities and interactions with the sole purpose of receiving or sharing scientific information (for 

example: Advisory Boards and post-marketing studies) that will increase the knowledge in order to improve 

patient care and support the practice of medicine. These activities must not have as purpose the promotion 

of the products. 

Actividad promocional  

Set of activities and interactions in order to promote products following all the regulations regarding the 

promotion of medicines. These activities must be openly considered as promotional and be clearly 

managed in such way to avoid misinterpretations. 

 

P3 Committee (P3C) – P3 Committee  

Any event/activity/material/program/investigation etc., that is in the scope of P3 - and for which an explicit 

provision does not exist in this document, stating that the approval of the P3C is not required - must be 

approved by the group named P3C before execution. 

 

The members of the P3C can appoint a deputy in case of a prolonged absence. Such deputy must be from 

the same area or similar area, when other option is not available, and should be made directly in the P3 

Core tool.  

 

Product(s)  

Any product commercialized by Innovative Medicines or Sandoz division in Novartis CAC. 

 

Promote /promotion/promotional:  

Any activity or contents aiming to encourage prescription, recommendation, distribution, selling, 

procurement, supplying, administration, or consumption of products. 

 

 

5. Implementation  

 

Training 
Associates must familiarize themselves with this Policy and the relevant Guidelines referred to in this Policy. 

Associates must be trained in line with the Novartis-wide compliance training curriculum. Additional training 

requirements for Associates and third parties conducting business on behalf of Novartis CAC may be 

defined in local SOPs. 

 

Third Parties  
Third parties involved in conducting activities covered by this Policy and on behalf of Novartis CAC  are 

expected to comply with this Policy, applicable laws and to adhere to ethical business practices. Novartis 

CAC Associates contracting third parties are ultimately responsible for how third parties conduct these 

activities on behalf of Novartis CAC. 

 

Breach of this policy  



Failure to comply with this Policy may lead to disciplinary and other actions, up to and including termination 

of employment. 

 

Reporting potential misconduct/non-retaliation  

Any collaborator who is aware of improper conduct must notify their suspicions 

immediately, in accordance with the Speak Up Office process (former Business Practice Office, BPO). 

Employees who in good faith report possible misconduct, or who provide information or who assist in the 

conduct of a consultation or investigation of possible misconduct will be protected from retaliation. 

 

Exceptions  
No exceptions can be granted from compliance with applicable laws, regulations and industry codes. Any 

deviation related to this policy should be reviewed by Compliance CAC team.  

 

Responsibilities  
It is the responsibility of every Novartis Manager to adhere to this Policy within his or her area of functional 

responsibility, led by example, and provide guidance to the Associates reporting to him or her. All 

Associates are responsible for adhering to this Policy. 
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CAC 

• Manual de calidad de Novartis  

• Estándar internacional de Novartis CAC sobre la notificación de acontecimientos adversos 

• Directriz antisoborno para terceros (Third Party Guideline) 

• Productos farmacéuticos, etiquetado de productos farmacéuticos para uso humano, Reglamento 

Técnico Centroamericano [Pharmaceutical products, labelling of pharmaceutical products for 

human usage, Central Technical Regulation]. 

• EFPIA Code of Practice on Relationships between the Pharmaceutical Industry and Patient 

Organizations 

• EFPIA Code on Disclosure of Transfers of Value from Pharmaceutical Companies to Healthcare 

Professionals and Healthcare Organizations 

• EFPIA Code on the Promotion of Prescription-Only Medicines to, and Interactions with, Healthcare 

Professionals 

• FPMA Code of Good Practices 

• IFPMA Note for Guidance on Sponsorship of Events and Meetings 

• Global Conflicts of Interest Policy September 2015 



• Social Media Guidelines, May 2013 

• Patient Interaction Guidelines, March 2010 

• SOP Evaluation, approval, and implementation of support applications for studies with outsourced 

sponsor / initiated by the investigator (IIT's) 

• •SOP implementation and performance of interventional studies at local, regional, and global levels 

in CAC 

• SOP implementation and performance of non-interventional studies at local, regional, and global 

levels in CAC. 

• Working Practice for Novartis CAC Authorship Guidelines and Selection Process for Publications 

• Working Practice for Publication Planning 

• Working Practice for Pub Execution 

 

Legislación   

 

Guatemala 

 Registro Sanitario de Referencia, Norma Técnica 65-2010 del Ministerio de Salud Pública y 

Asistencia Social Dirección General de Regulación, Vigilancia y Control de la Salud de Guatemala. 

 Código de Salud, Decreto 90-97 del Congreso de la República de Guatemala. 

 Para la Regulación de los Ensayos Clínicos en Humanos, Acuerdo Ministerial SP-M-466-2007 del 

Ministerio de Salud Pública y Asistencia Social Dirección General de Regulación, Vigilancia y 

Control de la Salud de Guatemala. 

 Reglamento para el Control Sanitario de los Medicamentos y Productos Afines, Acuerdo 

Gubernativo 712-99. 

 Para el Manejo de Donativos de Productos Farmacéuticos y Productos Afines, Norma Técnica 20-

2010 del Ministerio de Salud Pública y Asistencia Social Dirección General de Regulación, 

Vigilancia y Control de la Salud de Guatemala. 

 Norma de Publicidad, Promoción e Información sobre Medicamentos y Plaguicidas de Uso 

Doméstico, Norma Técnica 39-2003 del Ministerio de Salud Pública y Asistencia Social Dirección 

General de Regulación, Vigilancia y Control de la Salud de Guatemala. 

 Normativa Técnica para la Autorización de Publicidad y Promoción de los Productos Afines, 

Normativa No. 53-2006. 

 Normativo para la Prescripción de Medicamentos del Instituto Guatemalteco de Seguridad Social, 

Acuerdo No. 25-2012 del Instituto Guatemalteco de Seguridad Social. 

 Ley del Consumidor, Decreto 06-2003 

 Ley contra Corrupción, Decreto 31-2012 

 Ley de Probidad, Decreto 89-2002 

 Ley de Servicio Civil, Decreto 1748 

 Ley ONGs, Decreto 02-2003 

 Manejo de Donativos Farmacéuticos, Norma Técnica 20-2010 

 Requisitos Registro de Medicamentos, RTCA 11.03.59.11 

El Salvador 

 Guía y Directrices de Importaciones de Productos Farmacéuticos, Productos Químicos, 

Cosméticos, Higiénicos e Insumos Médicos. 

 Ley de Acceso a la Información Pública, Decreto No. 534 de la Asamblea Legislativa. 

 Ley de Ética Gubernamental. 

 Ley de Medicamentos, Decreto No. 1008 de la Asamblea Legislativa. 

 Ley de Servicio Civil, No. 507 de la Asamblea Legislativa. 



 Norma de Organización y Funcionamiento del Comité Nacional de Ética de Investigación Clínica. 

Versión Popular 2010 del Ministerio de Salud Pública y Asistencia Social. 

 Reglamento General de la Ley de Medicamentos, Decreto No. 245. 

Honduras 

 Reglamento para el Control Sanitario de Productos, Servicios y Establecimietnos de Interés 

Sanitario, Acuerdo No. 06. 

 Reglamento Transitorio para el Manejo de las Solicitudes de Autorizaciones Sanitarias en el 

Proceso de Transición 

Nicaragua 

 Norma de Procedimciento para Regular Material Promocional y Publicitario de Productos 

Farmaceuticos - Normativa 44 - Acuerdo Minaiterial 252-2010 

 Ley de Medicamentos y Farmacias, Ley No. 292 de la Asamble Nacional. 

 Material Promocional y Publicitario de Productos Farmacéuticos, Circular MS-DF-MRG-1111-08-

13. 

 Ley General de Salud, Ley No. 423 

 Reglamento de la Ley de Medicamentos y Farmacias, Decreto No.  6-99  

 Reglamento de la Ley General de Salud, Decreto 001-2003 

 Ley de Codigo Penal de Nicaragua 

 Ley No. 295, Ley de Promoción, Protección y Mantenimiento de la Lactancia Materna y Regulación 

de la Comercialización de Sucedáneos de la Leche Materna 

 Ley No. 842 Ley de Protección de los Derechos delas Personas Consumidoras y Usuarias 

 Reglamento de la Ley No. 842, Ley de Protección de los Derechos de las Personas Consumidores 

y Usuarias - Decreto No. 36-2013 

Costa Rica 

 Manual de Normas para la Habilitación de Farmacias, Decreto No. 31969-S. 

 Reformas de la Ley No. 8173, Ley General de Concejos Municipales de Distrito. 

 Declaratoria de Medicamentos de Venta Libre al Consumidor, Listado de Actualizaciones al 

Decreto No. 35595-S. 

 Ley de Promoción de la Competencia y Defensa Efectiva del Consumidor, Ley No. 7472. 

 Ley General de Salud, Ley No. 5395 de la Asamblea Legislativa. 

 Ley contra la Corrupción y el Enriquecimiento Ilícito de la Función Pública, Ley. No. 8422 de la 

Asamblea Legislativa. 

 Lista Oficial de Medicamentos y Normativa 2014 de la Caja Costarricense de Seguro Social 

Dirección de Farmacoepidemiología Comité Central de Farmacoterapia. 

 Reglamento para la Autorización y el Control Sanitario de la Publicidad de Productos de Interés 

Sanitario No. 36868-S. 

 Reglamento para la Tramitación de Donaciones a favor de la Caja Costarricense de Seguro Social 

No. 8130. 

 Reglamento para la Autorización para la Importación y Adquisición de Medicamentos No 

Registrados No. 36358-S. 

Panamá 

 Ley sobre Medicamentos y otros Productos para la Salud Humana, Ley No. 1 de 10 de enero de 

2001. 

 Decreto Ejecutivo 178 de 12 de julio de 2001 (Modificaciones y Notificaciones del Registro 

Sanitario). 



 Decreto Ejecutivo No. 1458 (privacidad de pacientes) 

 Ley 68 (consentimiento informado) 

República Dominicana 

 Ley General de Salud, Ley No. 42-01. 

 Reglamento de Medicamentos No. 246-06. 

 Norma que Regula la Publicidad de Medicamentos, Cosméticos, Productos Sanitarios, de Higiene 

Personal y del Hogar. 

 Constitución de la República Dominicana, 26-enero-2010 

 Ley 172-13 (privacidad de datos personales) 

 Reglamento para Solicitud de Evaluación de un Proyecto de Ivnestigación Clínica 

Jamaica  

 The food and Drugs Act 

 Standards & Regulation Division Pharmaceutical & Regulatory Affairs Department Jamaica, West 

Indies, Registration of New Drugs, Food and Drugs Act 1964 

Trinidad y Tobago 

 Food and Drugs Act 

 Integrity in Public Life Act, Chapter 22:01 

 Regional Health Authorities Act, Chapter 29:05 

 Prevention of Corruption Act 

Aruba 

 Ordenanza Nacional Sobre Servicios de Equipos Civiles 

 Decreto Nacional sobre Medicinas Empacadas 

 Código Civil 

Curacao 

 Código Civil Holandés 

 Directriz para muestras médicas – Curacao 

 Decreto Nacional sobre Medicinas Empacadas 

 Decreto Nacional para la publicidad televisiva de medicamentos 

 Ordenanza Nacional sobre acuerdos por medios electrónicos 

 


