
IFTY years ago, Thalidomide was 
given to pregnant women for morn-
ing sickness. Many of them gave 
birth to deformed babies. The drug 

was withdrawn in 1961. Ten years later, its 
manufacturer agreed to pay compensation. In 
January 2010, the British Government apolo-
gised to the UK's 466 surviving ‘Thalidomide 
babies’. They will now receive more money to 
help them cope with old age.
      Imagine that some doctors and the licence 
holder had known, right from the beginning, 
that Thalidomide was dangerous. What would you think, if 
they had recklessly caused enormous, irreversible harm to chil-
dren's still-forming bodies, simply to make money?
     In the late 1960s, Dr Werner Bollag was head of the cancer 
research division of the Swiss drug company, Roche. He was 
testing a new chemotherapy treatment for a form of skin can-
cer. It wasn't very effective but he realised that it could also be 
used against acne. However, this stuff wasn't exactly Clearasil. 
Like some other chemo drugs, it was a highly toxic retinoid, a 
‘cousin’ of Vitamin A. Bollag reckoned that the drug's effects on 
unborn babies would be much worse than those of Thalido-
mide. It was ‘inconceivable’, in his opinion, that it could be used 
against something as common as acne. Bollag was a responsible 
scientist. He pulled the plug on the project in 1971.
      Four years later, a team from the US government funded 
National Institute of Health, led by Dr Frank Yoder and Dr 
Gary Peck, used the failed skin-cancer drug in a trial on pa-
tients with the genetic skin-thickening disease, lamellar ichthyo-
sis. Crucially, the American scientists were not given access to 
Bollag's research. The drug didn't seem to work much better on 
lamellar ichthyosis than it had on skin cancer but Yoder noticed 
something that, unknown to him, Bollag had also found. The 
drug combated acne.
      Roche's American subsidiary was very interested in Yoder's 
findings. Its parent company had spent money on laboratory 
work but hadn't made a single cent from the drug. Lamellar 
ichthyosis is extremely rare. It's never going to be a big earner 
for any drug company. On the other hand, 70% of teenagers 
suffer from acne. The substance was 13-cis-retinoic acid, an 
isomer of retinoic acid (aka ‘tretinoin’). An isomer is a ‘daugh-
ter chemical’, in which the molecules are formed of multiple 
copies of a simpler molecule from the ‘parent chemical’.
     That ‘parent chemical’, retinoic acid, has been licensed in the 
UK for the treatment of promyelocytic leukaemia. Doses of 
5mg/day or 10mg/day can be enough to keep leukaemia in re-
mission. In contrast, the drug, which contained 13-cis-retinoic 
acid (the ‘daughter chemical’), was often prescribed at doses of 
80mg/day for acne. It was later shown that doses as low as 2mg/
day were almost equally effective. Why, then, were such high 
doses used?   
       Scientists called the acne-treating drug ‘isotretinoin’. It was 
soon better known by the trade name, Roaccutane. The US 
Food and Drug Administration (FDA) approved it, a record-
breaking nine months after Roche applied for a licence. It was 
licensed in the USA in 1982 and in the UK in 1983. 
     Governments rely on self-regulation within the pharmaceuti-
cal industry (which is now the largest UK exporter by value, 

within the manufacturing sector). Pre-license 
testing is carried out by manufacturers and, 
once the drug is on the market, those compa-
nies are expected to report any problems with 
their products. With hundreds of millions of 
pounds at stake (in the case of a single drug), 
there is always a temptation to suppress infor-
mation and keep the money rolling in.
       Organisations like the MHRA [the UK's 
drug regulator, formerly called the MCA] have 
very few powers. The British Government is 
advised on drug safety by a committee of doc-

tors. Three quarters of its members are drug company employ-
ees. According to the (scientist dominated) British Association 
of Pharmacologists, doctors' training in drug safety is woefully 
inadequate. Drug companies fund 90% of medical research in 
the UK and have enormous power within medicine. Even those 
doctors who haven't been brainwashed lack the courage to criti-
cise ‘Big Pharma’.
      However, there was supposedly one safeguard. In both the 
UK and the USA, Roaccutane was licensed solely for the treat-
ment of the most severe form of cystic acne. That affects 
around 3% of acne patients. The terms of the licence were 
completely ignored by dermatologists.
     Over 90% of recipients had mild or moderate acne, which 
affects 70% of adolescents at some point. The vast majority of 
patients, who were prescribed Roaccutane, were vulnerable, 
self-concious teenagers with no access to sources of informa-
tion on the drug, other than their dermatologists (and the ad-
vice leaflet, written by Roche).
     Clearly, those doctors abused the trust, which had been 
placed in them by their employers, the GMC and patients. 
They exploited patients' (and parents') lack of medical knowl-
edge. Drug-company  sales literature was presented as inde-
pendent medical advice. That may be common practice among 
British and Irish doctors but criminal behaviour doesn't cease to 
be criminal, when it becomes habitual.
     Several doctors, who were involved in the licensing processes, 
had received grants from Roche or worked for the firm. One 
such figure was the British dermatologist, whose report was 
instrumental in convincing the Medicines Control Agency 
(MCA) to license Roaccutane for the treatment of acne. This 
consultant conducted the British pre-licensing drug trial, on 
behalf of Roche, and covered up the suicides of a number of 
participants.
      Various medical advisers to the Food and Drug Administra-
tion [the American equivalent of the Medicines Control 
Agency] weakened the warnings, which would appear in                
patients' advice leaflets and doctors’ ultra-basic drug reference 
material. In the USA, Roche's own scientists voiced concerns 
but were overruled by their marketing department. 
       By the mid-1980s, Yoder, whose work had led to Roaccu-
tane being used as an acne treatment, had turned against 
Roche. He wrote letters to medical journals warning of the 
drug's dangers, released much of his research, and offered help 
to victims who were suing the company. Bollag (the former 
head of Roche's cancer-research division who, in 1971, had 
halted research on what he considered to be an extremely dan-
gerous drug) criticised the firm in the American media. He      
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gave evidence that was used by victims who sued Roche in the 
USA.
     The ‘side’ effects ought to be well known. In the current 
edition of Martindale (the drug encyclopaedia of the Royal 
Pharmaceutical Society), the entry for isotretinoin runs to 
roughly 50 paragraphs, many of them long. Most drugs are 
covered by two short paragraphs. Several investigations, such as 
the one headed by Dr Sarah Bailey in Bath, have linked Roaccu-
tane with brain damage and severe depression. It has caused the 
disintegration of the bowel lining, hair loss, permanently dry 
skin, vasculitis, miscarriages and dozens of other problems. It 
has chemically castrated teenage boys. According to a leading 
urologist, impotence is almost unknown in males under thirty.
      Some retinoid cancer drugs are known to function at the 
level at which new cells are produced in the body. Remember 
that Roaccutane is basically a very close relative of a chemical 
which is used against leukaemia. With retinoid chemo drugs, 
the unwanted effects can be permanent and unpredictable. 
That may be why the majority of doctors and nurses [between 
66% and 75% according to various books and articles on can-
cer treatment] would be unwilling to accept chemotherapy if 
they had cancer themselves.
     The effects of retinoids can also become increasingly worse, 
as the patient grows older (and long after treatment has ceased) 
and, because the body's ability to repair cell damage has been 
weakened, the ageing process accelerated. However, Roche, a 
World leader in cancer research, still maintains that Roaccu-
tane's method of action is unknown. Is 13-cis-retinoic acid 
really all that different from similar retinoids?
     Worst of all (as Bollag had guessed in 1971), when given to 
pregnant women, Roaccutane led to horrific defects in unborn 
babies. These were much worse than those which Thalidomide 
had caused. During Yoder's study, Roche had withheld Bollag's 
research but, interestingly, insisted that no woman on the drug 
should be allowed to fall pregnant. During the pre-licensing 
trials, Roche also warned that the drug could cause neurologi-
cal damage.
     According to a 1996 newspaper report, one woman involved 
in such a trial had become pregnant. Roche advised her to have 
an abortion. When the drug was licensed, however, the warning 
about pregnancy was very low key. It was gradually upgraded, 
as the tragedy unfolded. That did nothing for those who had 
already suffered.
     In the 1980s and 1990s Roche prevented the publication of 
earlier research and made victims who sued the firm sign gag-
ging orders, in return for out-of-court compensation. It threat-
ened whistle-blowing scientists with legal action. It refused to 
provide samples of the drug to facilitate independent research.
     All the while, dermatologists everywhere were stuffing the 
drug into children as young as twelve. Doctors told kids and 
parents that it was like cod liver oil; that it would wipe out acne 
for good; and that it was free from risk. By the late 1980s, such 
claims were demonstrably false but dermatologists didn't stop 
making them. In the UK, only about 350 consultant derma-
tologists were allowed to prescribe Roaccutane. The theory was 
that they could give accurate, detailed information and watch 
out for problems during treatment. Patients were often told that 
the drug had to be prescribed by specialists because it was new 
or expensive, not because it might be dangerous.
     In a pre-Internet age, no one could question the nice men in 
white coats. Why would they lie? Today, we might ask “Why 
did they go on lying?”. Those doctors deceived their patients in 
order to obtain consent for treatment. When handing out the 
‘safe’ drug, they claimed to have all the answers. Now that the 
truth is known, they plead ignorance. Their defence isn't credi-
ble.

     Was it right to treat mild acne with a drug which was origi-
nally developed for chemotherapy and which its creator felt was 
too toxic to be licensed? In January 2010, an edition of Health-
check on the BBC World Service looked at cancer drugs. These 
can only ever be tested on people who already have cancer. A 
specialist interviewed for the programme said that to do other-
wise would be totally immoral because the drugs are so toxic.
     Nazi doctors were put on trial, after the Second World War, 
because (i) they didn't obtain informed consent for their ex-
periments; and (ii) their research was too risky to justify the 
potential benefit to society. One could easily argue that the 
scientific and ethical standards of Auschwitz's Dr Josef 
Mengele were higher than those of many of today's medics. At 
the time, he was an anonymous and modestly paid SS Major, 
largely free from the influence of Big Business. One of his pro-
jects aimed to improve survival rates among Luftwaffe pilots.
Unlike modern doctors, however, he was a deluded megaloma-
niac, who was totally unaccountable and defended a perverted 
ideology to the bitter end. Interestingly, Roche used slave labour 
in its factories in Nazi-occupied Europe during WW2.
       Roaccutane has been much more harmful than Thalido-
mide (which incidentally was kept out of the USA by the FDA) 
but the heartache Roaccutane has caused hundreds of thou-
sands of people is not the main moral issue. The story is truly 
shocking because the manufacturer was aware, from the outset, 
of the drug's nature and origins. It also shows that medics often 
have little regard for the welfare of their patients and can act as 
unofficial sales reps for drug companies.
     The FBI estimated some years ago that, while robberies cost 
the US $3.8 billion a year, fraud in the healthcare sector  cost 
$400 billion a year. Until recently, the biggest fraud in history 
was a long-running vitamin-price-fixing scam in the 1990s, 
involving Roche and two other firms.  Over the last thirty-five 
years, Roche has been involved in a number of similar scandals. 
[For one example, see Roche versus Adams, ISBN 0006368808].
For its part in the vitamin racket, Roche was fined $500 million 
by the US Department of Justice (and €462 million Euro, by the 
European Commission). It paid $10 billion in compensation to 
customers. Three senior executives were jailed. It's estimated 
that the fraud made Roche a total of $15 billion, on top of its 
‘normal’ profits.
     The latter are currently around $14 billion a year. Roche's 
cash reserves are reported to be $82 billion. Twenty-five or so 
descendants of its founder, Fritz Hoffmann, now own less than 
10% of the stock. Bizarre Swiss company law gives them 51% 
of the voting rights at shareholders' meetings!
     Roche's US arm recently adopted the name of a subsidiary, 
Genentech. In June 2009, Roaccutane was withdrawn from the 
American market. Roche blamed falling sales. The patent had 
expired and cheaper versions of isotretinoin were available 
from other manufacturers. However, the success of a 
Pensacola-based lawyer, Michael D Hook, in bringing eight-
figure claims against the company may have been a factor.
     The licensing and use (for the treatment of mild or moderate 
acne) of Roaccutane  constitute a crime against humanity, as 
horrible as any of the offences with which the infamous ‘Doc-
tors' Trial’ at Nuremberg dealt (and much worse than that, of 
which Richard Dawkins accused the Pope). However, it's un-
likely that British and Irish Roaccutane victims will ever bring 
anyone to justice. The law is generally made for the benefit of 
those with money and influence. Doctors are near the top of 
that list (and medicine operates as an extension of the all-
powerful pharmaceutical industry).
     That was the bad news. Now, here's the really bad news. 
Roaccutane and generic forms of isotretinoin are still available 
from a doctor near you.                                                                                      
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