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What is Glivec? Glivec/Gleevec is the Novartis brand name for imatinib mesylate (IM),a tyrosine 
kinase inhibitor (TKI), which blocks the growth of specific abnormal proteins in sub-types of leukemia and 
sarcoma. IM inhibits the bcr-abl oncogene in Philadelphia- chromosome positive (Ph+) Chronic 
Myelogenous Leukemia (CML) and Acute Lymphoblastic Leukemia (ALL). In gastrointestinal stromal
tumor (GIST), IM prevents the overexpression of c-kit. Glivec was approved by the FDA for CML in 2001 
and for GIST in 2002, and subsequently worldwide. IM controls, but does not cure, these diseases, thus 
requiring lifelong treatment .

Incidence of CML and GIST Ph+ CML and GIST are relatively rare cancers, although global data 
are lacking. CML represents 15-20% of the estimated 260,000 annual leukemia diagnoses; sarcomas 
including GIST represent ~ 1% of annual adult cancer diagnoses. The World Health Organization reported 
12 million cancer diagnoses in 2008 (3-10% pediatric), with geographic variability. Global cancer rates are 
increasing with 70% of cases expected to be diagnosed in the developing world by 2020. 

Market for Glivec Despite low incidence of Ph+ CML and GIST, Novartis reported Glivec sales of 
$3.9 billion USD in 2009, ranking among its top 4 oncology drugs in terms of global sales. 
Clinical trials of IM alone, and in combination with other drugs, are now underway for over a dozen 
malignant and non-malignant conditions,and ongoing studies continue comparing Glivec to 2nd-line 
Novartis and BMS products and other treatments for CML and GIST.

Significance of Glivec As a targeted molecular therapy, Glivec is considered a major medical 
advance, and causes fewer and lesser side effects for many patients, unlike traditional systemic 
chemotherapies. In pill form, patients take Glivec at home, not by infusion at medical facilities. 

R&D History Basic research for IM was supported by US government and nonprofit funds. Trials of 
STI-571 (Glivec’s clinical ID) showed remarkable results for most CML patients, some who began to 
communicate via new English-language Internet groups, leading to an online petition to Novartis 
requesting increased access to the drug. Less than 3 years after IM trials began, and within 4 months of 
the NDA request, the FDA granted fast-track approval for Glivec in May 2001. 

Glivec Price At launch, Novartis CEO Daniel Vasella announced a global price of US $2000-$2400 per 
month for Glivec, promising access to the novel drug via assistance programs offering discounts and/or 
donations in the US and globally via the Glivec International Patient Assistance Program (GIPAP). The 
high price was justified as comparable to costs of then-standard therapies of interferon-alpha and blood 
and marrow transplantation (Vasella and Slater,2003). Current annual cost of Glivec is estimated at 
US$40,000-$98,000 (Pollock, 2009; Brody, 2010) for CML and US$65,000, (Kelley, 2010) for GIST, 
depending on dosage. 

How did a drug for rare cancers become emblematic of the struggle for access to medicines worldwide? 
In the past decade, Novartis product Glivec (imatinib mesylate) has revolutionized treatment for forms of 
chronic myeloid leukemia and gastrointestinal stromal tumors. Beyond its medical breakthrough status, 
the saga of Glivec is equally about understanding current biopharma promotional strategies and 
techniques on a global scale. Since it's launch, Novartis has cultivated an image of corporate social 
responsibility by proclaiming universal access to Glivec, including an international donation program. 
Glivec's status as among the first globally-priced high-cost drugs has received less attention. The public 
health implications can be a harbinger of generalized access barriers to new drugs. This descriptive study 
includes discussion of promotional techniques for Glivec in selected countries across the economic 
spectrum; the Glivec donation program; the significance of the Glivec patent dispute in India; and Novartis 
patient relationship marketing.

South Korea (SOMO, 2008), Brazil (Ramos, 2005), the UK (Parliament.uk, 2001 and New Zealand (Corbett, 
2002), implications were made that supplies of Glivec would be cut off for patients unless their governments both 
approved Glivec and quickly secured its coverage by national health systems or insurers (Macklin, 2004). 

In an effort widely regarded as a prime example of a successful grassroots campaign, British CML patients lobbied 
NICE (National Institute for Health and Clinical Excellence) in 2001 to approve Glivec for the NHS (Wagstaff, 2009; 
Craine, 2003). However, according to PR firm APCO ,Novartis hired the company to: “undertake a campaign to 
overcome a potential public affairs issue and create a favourable public affairs environment for the launch of 
Glivec” for which it “worked closely with patient groups, third parties and the media,” as “Novartis wanted to secure 
funding for the new medication and avoid potentially reputation-damaging ramifications”, and “It was decided to do 
this discreetly, avoiding media and public attention.” (Loewenberg, 2009). In New Zealand, Novartis hired Porter 
Novelli to work with key patient groups and a hematologist involved with the STI-571 trials, to create a nationwide 
multi-media campaign including “Save the 90” billboard ads. Pharmac ultimately approved Glivec after it was able 
to negotiate on the price with Novartis and insists it was not because of public pressure (Corbett, 2002). 

Effects of extensive promotions of Glivec may endanger patients and providers, plus burden multiple systems, 
worsening access to medicines. The pharmaceutical industry typically rejects differential pricing of drugs as 
spurring parallel importation, but the universal high commercial value of Glivec and its worldwide fame seem to be 
contributing to more access problems at the global level. Some examples: 

Argentina
•2006: Glivec for GIPAP turns up re-labeled for sale at Buenos Aires pharmacies. 
•2009: Novartis issues advisory on lot numbers of stolen Glivec 

El Salvador
•2006: US$377K worth of Glivec for GIPAP found at airport; employees charged in black market scheme 

Brazil
•2004: Armed robberies of Glivec only at public hospitals in 2 states; patients, pharmacists assaulted
•2007: Counterfeit Glivec, from clandestine Rio factory, found for sale in other states 
•2009: National Rx wholesaler caught dealing in costly drugs, including Glivec, stolen from public hospitals

France
•2010: Novartis France recalls lot of 400mg Glivec after possible counterfeits found in EU

UK
•2010: shortages reported as Glivec, other NHS drugs, diverted for more profitable sales overseas in EU

USA
•Ongoing: Glivec price hikes, tighter PAP eligibility; co-pays for insured patients may be 50-70% retail

Worldwide
•Ongoing: Glivec offered for sale by online pharmacies and by private parties on Internet auction sites 

Beyond the immediate threats to persons and continuity of treatments, the specter of crimes has been included in 
discourse conflating drugs that are counterfeits or fakes, contraband, substandard, or adulterated, with generics, 
often in the guise of patient safety protection. While counterfeiting is a trademark or IP issue, some campaigns 
aimed at patent protection of branded dugs confuse the terms deliberately via promotional techniques that play on 
emotions and patient vulnerability. In 2009, the Novartis annual “New Horizons Conference…” featured a keynote 
address by Jerry Norris of the Hudson Institute entitled “Coming to a Pharmacy Near You: A pandemic of 
Counterfeit/Substandard Drugs” (Hudson Institute, 2009). No other viewpoints were listed among program topics 
(CML Advocates Network, 2009). 

While advocates will never have resources to match those of the biopharma industry, our role is more important 
than ever to ensure access to affordable and appropriate medicines. In the case of Glivec, it’s initial US patent 
expires in 2015, and efforts are underway to convince patients to switch to new 2nd-line TKIs from both Novartis 
(Tasigna) and BMS (Spycel), drugs originally developed for Glivec intolerance or disease resistance. In June 
2010, Novartis received FDA approval of Tasigna as a 1st-line therapy for CML, and a draft prototype for a CML 
Voice campaign states the aim, “to establish a personal relationship with all Glivec users, in order to capture them 
for conversion to Tasigna” (Weiser, 2010).

We have a collective duty to educate ourselves as health professionals and members of society about misleading 
drug promotions, and to ensure that evidence, not influence, is used as the basis for decisions on prescribing and 
coverage. While increased scrutiny has been directed at prescribers and facilities, the context and possible bias 
underlying demands made by patient groups for drugs to treat deadly disease is often unrecognized. But the 
equally powerful types of industry promotions targeted at patients cannot be ignored, nor can the cynical 
manipulation of patient desperation that is the result of health system dysfunction. Those of us with dual roles can 
play a special part in these education efforts. Advocates too can build capacity through use of new electronic 
communication tools and seek international collaborations with those working in the policy arena on commerce 
and trade issues, patient safety, health education, and civic participation. 

Novartis utilizes direct patient outreach as a prime promotional strategy, seeking key opinion leaders, offering 
travel to sponsored meetings ,grants to groups, creating social media to capture patients’ personal info. Two 
patient websites* got 2010 FDA warnings for misleading promotions. Offerings to the Glivec users include:

•New Horizons in Cancer Treatment for Organizations Representing People with CML or GIST, 2003-
•Alianza Latina: Organizations Supporting Patients with Hematological Diseases, 2006-
•Rising Sun CML Patient Advocacy Meeting for Asia, Hong Kong April 2010 
•Country and regional meetings for CML, GIST, hem-onc patients, and GIPAP celebrations
•Start-up funds for CML Advocates Network
•Websites including CML Alliance*, My CMLCircle, CML Earth, GIST Alliance*, MyGIST Circle, GIST Earth
•Support groups affiliated with GIPAP

GIPAP: Leading the Way
Touching Lives Through Innovative Direct-to-Patient Access

Launch While promotion of an effective new drug for genuine diseases may seem 
atypical, Novartis urgently needed to convince payers to accept the global excessive price 
of Glivec (Relman, 2003). To this end, an extensive range and mixture of promotional media 
and techniques have been deployed, including some of a clandestine nature. While the 
company is wont to portray the public enthusiasm for Glivec as spontaneous (Vasella and 
Slater, 2003), evidence shows well-orchestrated PR campaigns. TV news videos on 
Glivec’s FDA approval aired over 1000 times, seen by 120 million viewers (Medialink, 
2002), while Ruder-Finn, the lead agency for the account, reported 300 million media 
impressions on the Gleevec launch (PR Week, 2002). In several countries where clinical 
trials had been conducted with STI-571 (Capdeville, 2008), including Hong Kong and 

GIPAP The Glivec donation program for developing countries, has figured 
into the promotions as well. According to a 2003 New York Times investigative 
report on GIPAP and its contracted administrator, The Max Foundation (TMF) 
of Seattle, “Novartis acknowledged encouraging patients to campaign for 
access to Glivec”, but denied that the purpose of the donation program was to 

lobby for coverage of Glivec (Strom & Fleischer-Black, 2003). A small study of an Asian CML online group, 
reported frequent access problems, including requirements that patients purchase certain quantities of Glivec in 
order to qualify for future assistance (Rai-Chaudhuri and Hogan, 2004). 

In 2006, the Novartis First Latin American Oncology Health Prize (US$5000) was awarded to GIPAP-affiliated 
patient groups in Venezuela and Guatemala, who described pressuring their governments to supply Glivec to 
patients (Aguilla Saúde, 2006). The Guatemalan group secured media coverage of the threat to GIPAP as a 
patient safety issue, when the government approved Cipla’s generic imatinib (Cojulún, 2005). Also in 2006, a 
former Max Foundation employee filed a lawsuit in Argentina, alleging a fraudulent scheme by which GIPAP was 
used to force health plans to purchase Glivec for their patients (García, 2006). Published Novartis-funded research 
aiming to show health benefits of GIPAP has offered conclusions that the donation model is sustainable and 
replication-worthy, despite lack of examination of objective evidence (Lassarat, 2006; Kanavos, 2009). 

The GIPAP slogan “one of the most generous and far-reaching 
patient assistance programs ever developed on a global scale” is 
oft-repeated, but the donation program seems to be retracting, 
even as Glivec’s price has increased. A “shared contribution” 
model now operates in countries across the economic spectrum, 
some which never had GIPAP, like the Ukraine, Tunisia, Cuba, 
Egypt and Hong Kong (GIPAP Leading the Way, 2007). In Asian 
countries including India, Pakistan, the Philippines, and parts of 
China, the NOA (Novartis Oncology Assistance) program offers 
Glivec on a co-pay basis (Friends of Max, 2009). In 2008 in
Thailand, Novartis agreed to expand GIPAP after the government threatened to issue a compulsory license for 
several high-cost drugs, including Glivec (Balakrishnan, 2008).

India Patent Dispute During the height of so-far unsuccessful attempts to secure a Glivec patent in India, 
Novartis emphasized the generosity of GIPAP to justify aggressive pursuit of intellectual property rights. In 2007, 
advocacy groups including Berne Declaration, Oxfam, and Doctors without Borders/MSF launched the “Drop the 
Case” campaign warning that a decision favorable to Novartis would jeopardize global access to all affordable 
medicines. Novartis countered with a massive multimedia campaign, emphasizing its corporate social 
responsibility, intertwined with messages from GIPAP’s administrator TMF. A YouTube video entitled “Novartis 
provides free access to patients globally” was narrated by the TMF head in India (Novartis, 2007) and TMF 
posted op-eds by its director, proclaiming patients’ support of Novartis and questioning the efficacy of imatinib 
generics (Garcia-Gonzalez, 2007). In India, Novartis’ claims of aiding 99% of patients (some 6600) prescribed 
Glivec via GIPAP (Novartis, 2007) were countered with statistics that this represented only 30% of the country’s 
CML cases (Dabade, 2007) and evidence that many were excluded from GIPAP eligibility (Chandra, 2010). 
Recent analysis of the case posits that despite losses in the Indian courts, Novartis seems quite successful with 
its genuine aims for Glivec: preserving both its public image and the high price for the drug in Europe and North 
America (Ecks, 2008).
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