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Introduction
 
On July 31, 2008, two European patients with Multiple Sclerosis (MS) experienced severe adverse events while taking the 
drug Tysabri (Natalizumab). Tysabri is a monoclonal antibody which seems to have a potent effect on MS; the original trial 
published in the New England Journal of Medicine reported that compared to placebo, MS patients on Tysabri had a 42% 
lower risk of sustained disability progression over two years, and a 68% reduction in the risk of clinical relapse at one 
year. Compared to the small and imperceptible benefits from other drugs available at the time, this provided real hope for 
thousands of patients.

Tysabri was voluntarily withdrawn in 2005, however, after a small number of cases of a rare condition called progressive 
multifocal leukoencephalopathy (PML). This extremely rare but usually fatal adverse event seemed particularly prone to 
happen in patients also taking immunosuppressive drugs; part of the standard toolkit in treating MS. It was reintroduced 
in 2006 but only within a strict protocol to minimize the risk of adverse events.

With these new cases of PML, the question was posed, “Did these new PML case announcements change the perception 
of Tysabri as a brand among patients?”  PatientsLikeMe, the leading treatment and outcome sharing website for people 
with life-changing conditions analyzed its discussion forum posts by performing a sentiment analysis to answer that 
question.

Methodology
 
PatientsLikeMe is the #1 MS treatment sharing online community in the world with more than 8,500 patients.  To answer 
this question, PatientsLikeMe performed a sentiment analysis of posts in the discussion forum based on the keyword, 
“Tysabri.”

Our team classified the tone of each post by sentiment: Positive, Negative, Positive and Negative, or Neutral.  Then we 
assessed the tone of each post by subject category:  Efficacy, Safety, Tolerability, or Other.  Based on those findings, we 
were able to measure the impact of the July 2008 Tysabri PML announcements and to understand if patient attitudes and 
beliefs had changed after that announcement.

The comparison time periods are January 1, 2008 through July 31, 2008 and August 1, 2008 through August 21, 2008.

Introduction & Methodology
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Key Findings
Discussion topics and overall sentiments regarding Tysabri before and after the 
PML announcement

Announcing the two PML cases in July did not adversely affect the overall Positive sentiment patients have towards the 
Tysabri brand.  After the July PML announcement the conversation focused on product safety without losing the overall 
positive sentiment.

The most striking difference between the two time periods is the percentage increase in the number of posts about safety. 
In the second time period, nearly half (48%) of the posts were about the safety of Tysabri, as opposed to 14% at the first 
time period. 

Another notable difference is that the percentage of positive posts about Tysabri actually increased at the second time 
period (from 34% to 39%).  The percentage of posts that contained both positive and negative comments also increased 
from 7% to 13%, likely due to current Tysabri users who were positive about the efficacy or tolerability of the treatment, 
but concerned about Tysabri’s safety.
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Who said what?
Demographics of the patients talking about Tysabri before and after the July
PML announcement

Male
Female
Not specified

Gender

Currently taking Tysabri
Stopped taking Tysabri
Not specified

Currently taking vs. Stopped Tysabri 

Less than 1 year
1 year
2+ years

Time on Tysabri

Not specified

20-29
30-39
40-49

Age

50-59
60+
Not specified

under 20

31%
1%

68%

20%
10%

2%
68%

20%
71%

9%

4%
4%
5%

11%
7%

1%

58%

21%
73%

6%

30%
1%

69%

22%
 9%

<1%
69%

4%
7%

10%
12%

5%

<1%

63%

Keyword frequency (Tysabri)
Number of posts
Average posts per week
Unique posters
Maximum posts by unique poster

Before July PML Announcement
33 week period from January 1- July 31, 2008Keyword: Tysabri

After July PML Announcement
3 week period from August 1- 21, 2008

2034
1023

34
243

54

427
237
79
90
20

When comparing the demographics of people posting in the discussion forum during the two periods, There was 
very little difference in distribution of gender, age, time on Tysabri, and those taking or stopped taking Tysabri.
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Themes
Themes that emerged in the forum discussions about Tysabri before and after the 
July PML announcement

Discussion Themes: Before the July PML Announcement
The balance between efficacy and safety is always a prominent discussion regarding Tysabri.  Prior to the PML 
announcement, however, Tysabri mentions included acknowledgement of Tysabri as a treatment option, cost 
inquiries, and research on combination therapy with other treatments.  

Efficacy

The most striking endorsements of Tysabri come from patients who have seen a halt in progression and/or a 
reversal of symptoms.

“I love what Tysabri has given back to me. HOPE. 12 days since that first infusion and still I'm more alert and fatigue isn't the huge 
weight it was. Family and friends-without prompting even!- have told me I'm sitting up straighter and my speech is clearer. We know 
I'm a long long way from normal, but really, I'm taking whatever I can and baby steps are fine with me.” 4/16/08

“I had a few lesions since my year and a half on Tysabri, but in the two and a half years before that, I had 47 lesions! I haven't had 
one in eight months! I had a lot of cognitive function issues, visual disturbances and really bad short-term memory. I am mentally 
clearer now than I have been in the last twenty or so years!” 7/20/08

Others have observed a positive effect on lesions (shrinking or not growing) but no difference in their symptoms.

“Don't expect it to make all your symptoms to go away it is to slow the progression of MS remember this, it may also help some 
of your symptoms but that will just be an extra if it does that we all appreciate.” 7/20/08

 

Safety 

Prior to the recent PML cases announced in July, discussion about the safety of Tysabri revealed a consensus 
view that PML occurred in patients who had been using Tysabri in conjunction with other drugs rather than as a 
monotherapy. 

“Tysabri as a monotherapy has not been linked to PML (the Crohn's trial patient that died of PML was severely immune compromised 
due to being on Remicade and Azathioprine/Imuran, as well as Tysabri and other immune suppressants)” 5/25/08

However, even prior to the July 31st announcement, members discussed that some neurologists were unwilling to 
continue with Tysabri due to safety concerns, even among patients who were experiencing benefits.

“My dr. stopped my Tysabri after 14 treatments. He said that there wasn't enough research yet. This was a miracle drug for me.” 
6/17/08 

Tysabri is clearly perceived among the riskiest therapeutic options for MS patients both before and after the recent 
PML announcement. The discussions at both time periods were littered with phrases like “risky”, “dangerous”, 
“scary”. These fears are often allayed by support from others on Tysabri and more research:

“At first I was not open to it due to all of the bad press, but after I did some research, I decided it was worth taking a chance with it 
in order to maintain my quality of life.” 4/4/08



5

Discussion Themes: Before the July PML Announcement cont. 

Safety cont.

Additional non-PML themes in safety included possible increased risk of gallbladder infection and melanoma along 
with general increased susceptibility to infections/ viruses associated with Tysabri use. 

“Also this is my 3rd upper respiratory infection since being on Tysabri.  Before Tysabri I never got colds at all.  Guess I need 
to address these issues with my neuro.  But I have had 2 MRIs and no new lesions since I started Tysabri.  Guess I need 
to weigh the issues.” 5/24/08

“Just wanted to share another side-effect of Tysabri that is not often mentioned, it can inflame the gallbladder requiring it to 
be taken out; I had mine removed last month.” 7/13/08

Tolerability

The general perception is that any side effects of the infusions are generally inconvenient rather than dangerous. 
The exceptions to this viewpoint were few, but severe. 

“I know a lot of people love Tysabri and have no problems with it at all! I hope that's the case with you if you go that route. It is nice 
that it's once a month. I had strong reactions to it, nausea for a month, vomiting at the beginning, and 3 serious infections within a 
week. BUT MOST people have no problems at all. I'm too scared to try it again. I know someone locally who has been on it for a year 
now and never had a reaction at all!” 7/2/08

Peer support and information is clearly a resource in dealing with tolerability issues.

“I just started Tysabri 2 weeks ago, so my first infusion was horrible I didn't know what to expect so I was kind of freaked out 
so one of my good friends I met at one of my support meetings, so I got a hold of her and her first infusion was almost just like mine, 
so she stated that she started getting better after her third infusion so she looks wonderful and is so strong and healthy 
so I'm ready for my other infusion.” 6/27/08

Other Themes

Most posts categorized as “other” simply referenced Tysabri as being a treatment option without any opinion or 
experience attached.

There were some discussions of the cost of the drug, research around its use with other treatments (especially 
steroids and 4-AP.) There was also a subgroup that had difficulty getting a neurologist to prescribe Tysabri. Even 
before the July PML cases some providers said there was not enough research, too many safety concerns, or 
wanted the patients to try other disease modifying drugs first.

Themes
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Discussion Themes: After the July PML Announcement
The discussion topics shifted from general comments and inquiries about Tysabri to focusing on safety concerns 
following the July PML announcement.  Efficacy continued to be an important part of the discussion.  More than 
with other medications on the market, patient perceptions of the Tysabri brand are defined by its risk/benefit 
profile for individual patients.

Efficacy

The largest shift in discussions around Tysabri’s efficacy after July 31st, is that almost half of the efficacy mentions 
(33) happened in the same posts discussing safety.  Even patients who have not started Tysabri yet, are clear in 
their feelings about the power of its efficacy and the impact on their lives. One patient described looking forward 
to her first infusion this way. 

“My husband will be with me, and I've asked him to prepare a list of topics to discuss during the treatment. We'll talk about all the 
places we've walked and where we'll walk WHEN (not IF) the Tysabri works. I've got a whole list of things that I want to do then, 
but the most important is to stroll on the beach holding his hand, just like we used to do.” 8/12/08

Safety: Risk vs. Reward Calculation

While almost all current Tysabri users expressed concern over the July PML cases, very few expressed plans to 
stop the drug altogether. Patients cited several reasons for their continued dedication to Tysabri. First and 
foremost among those reasons was efficacy. For patients whose progress had been relentless while they used 
other DMD’s, any cessation or reversal of progress was viewed as worth the risk of contracting PML. 

“If Tysabri can give me 20 years before I get some awful cancer or brain disease as apposed to 40 years of cruddy life, give me the 
20 good years and we'll fight for year 21 when it comes.” 8/7/08

Even patients who decided they were not ready for Tysabri now concede its appeal to a certain type of patient 
whose treatment options are limited.

“If I were in your shoes dear, even though I'm scared of Tysabri, I would sure give it a try. You're scared of Tysabri, you're 
scared of your progression..... Which are you more scared of, I'd ask myself. If I were you, I'd try anything to see if it halts my 
progression, including Tysabri.” 8/10/08

Many posts discussed the statistically small chances of contracting PML, and were quick to correct rumors that 
the latest PML cases were fatal.

“I take Tysabri and just had another infusion yesterday. Yes, all of us on Tysabri are aware of the two new cases of PML. In my 
opinion, the percentage is still very low so for me it's the best choice I have given none of the other DMD works for me.” 8/7/08

“There have been no additional confirmed deaths, and as I previously stated, the risk of PML listed on the label (0.1%) or one in 1000 
is clearly well within the FDA stated risk as there are over 32,000 patients currently on Tysabri therapy.  It is my understanding that 
the manufacturer (Biogen) has absolutely no plans whatsoever to pull the drug off the market again.” 8/12/08

Themes
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Discussion Themes: After the July PML Announcement cont.

Safety: Fear and Uncertainty

In the earliest days following the July announcement, the posts were more frequently about being scared and 
uncertain. The tenor of the posts about safety changed remarkably with the availability of more information.

“I am pretty upset. I just had my 7th treatment and I am scared.” 7/31/08

“Going on Tysabri seemed much scarier than choosing the interferons. I had to keep telling myself to put the risks into 
perspective.” 8/1/08

Safety: Sources of Information

Patients sought out information from various sources to learn more about the safety of Tysabri. Sources of 
information included infusion center staff, neurologists, support group members, media reports, news releases 
and “patient experts” on PatientsLikeMe. 

“I asked my infusion nurse if there had been any changes in the number of Tysabri patients they were infusing, if any had dropped 
out, or if they had added anymore... she said that everything was "status quo", and that all of the patients were doing very well on 
Tysabri and had absolutely no complaints about the medication” 8/6/08

“Thank you for the information about the 2 new cases. I plan to do as much research as possible.” 8/2/08

“Thanks for continuing to provide the facts about Tysabri and keep us calm. I have been on Tysabri for 10 months now - it is a 
wonderful drug that has given me back my life - but I panic every time I hear another one of these reports (melanoma, liver, and 
now the two cases of PML). I hope to develop your confidence - I am working on it.” 8/10/08

Safety: Effects of the TOUCH Program/Screening

The TOUCH (TYSABRI Outreach: Unified Commitment to Health) Program is Biogen's restricted prescribing and 
monitoring program for Tysabri.

Many patients taking Tysabri felt reassured by the presence of the TOUCH program in the US, which they felt 
gave them the monitoring and safety protocols they needed to feel safe. 

“Yes most of us have heard of the two new cases of PML.  They were in Europe where they do not have the TOUCH program in 
place and both are alive, one is home already.” 8/13/08

“My doc takes blood at EVERY infusion and she tests for various things including anti-bodies. She just chooses to do it as part of 
her protocol. I like that she's monitoring my blood every month and my liver, etc, etc. It makes me feel safer. …one thing I like 
about the TOUCH program is there are not many drugs where they monitor you so closely.” 8/1/08

“[My neuro] said that they have been in conference calls almost non-stop since the announcement discussing the new patients 
with PML. They do not follow the touch program in Europe like we do here. But to add even more safeguards to the program they 
will be doing additional neurological tests before each infusion as well as more frequent MRIs.” 8/4/08

Themes
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Discussion Themes: After the July PML Announcement cont.

Safety: Effects of the TOUCH Program/Screening cont.

However, others were less optimistic about the TOUCH program’s ability to prevent PML cases in the US:

“I asked if the TOUCH program would have prevented him from receiving Tysabri. In other words, would someone with his history 
of MS treatments be excluded under the TOUCH system? The answer was no, probably not so it seems that the fact that the 
Europeans do not have the TOUCH program doesn't seem to have been a deciding factor.” 8/11/08

“I am grateful that you are sharing this info with all of us. It was posts like these that gave me the courage to try Tysabri which I 
never would have considered given all the negative press. Hearing people's experiences (positive and negative) allow us to make 
informed choices.” 8/12/08

Even after it was made clear that the July PML cases occurred in patients who had been using Tysabri as a 
monotherapy, many believed that the screening and other medical histories of those patients was responsible 
for the adverse effects:

“Yes both of these patients were using Tysabri as a monotherapy, but their prior medical histories I believe will once again play 
an important role in determining the cause of PML (another drug interaction perhaps)” 8/10/08

Safety: Neurologists and Market Reactions

Many members expressed concern that the drug would be pulled from the market due to safety concerns. 

“I figure it may not be an option if they pull it from the market again....? Then there wont be a choice.” 8/7/08

Some neurologists stopped infusions all together, while others recommended an individual consultation with each 
patient before continuing with infusions. 

“My MS specialist has just suspended all Tysabri infusions because of the two new cases of PML reported in Europe. In 
both cases, Tysabri was used as monotherapy, which is a new development. All of his patients will come in for individual 
appointments to discuss whether to continue with Tysabri or to use another treatment. I think that's a great approach and 
goes beyond the usual expectations of fully informed consent. I'm not sure whether I will continue or not.” 8/3/08

Tolerability

Discussions about tolerability did not shift dramatically in the three weeks following the July announcement. 

Themes

PatientsLikeMeListen™ Report  |   Did the July 2008 PML announcement affect the Tysabri brand?



Contributors
Co-Authors:  Paul Wicks,PhD, Maureen Oakes, ScM, David S. Williams III, MBA
Design:  Kate Brigham, MFA

Contact
For a copy of the report and/or any media inquiries, please contact:
Lori Scanlon 
617.499.4003
lscanlon@patientslikeme.com
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All data cited from this report must be sourced as originating from "PatientsLikeMe."

Terms & Conditions
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