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Nancy Olivieri

When did you first get to hear about this drug?  

The drug was developed in a lab headed by Professor Robert Hider a collaborator with Dr. John Porter then a clinician in thalassemia and others at University College London. Hider, Kontoghiorghes and another researcher Silver registered the patent in 1982 with the British Technology Group.  But then George Kontoghiorghes, a Greek Cypriot who was engaged in this because he had apparently relatives with thalassemia, abruptly left the Hider lab and took the drug which he considred “his” -- at the time the drug was known as CP 20 -- to the clinical group headed by A. Victor Hoffbrand group at the Royal Free hospital in London.  Hoffbrand knew that not all the lab testing had been done and that were few animal studies if any conducted.  Hoffbrand administered it to patients (it was never clear if this was within an IRB-approved study. They measured a surrogate marker (serum ferritin concentration) and published the results in 1987 in The British Medical Journal. I should mention that John Porter Bob Hider had done most of their early work on a competing drug (CP94) that probably should have made it to market instead of CP20, but because Kontoghiorghes and Hoffman put CP 20 in patients first it was published in the British Journal it went ahead.   
I read that article and then I called Kontoghiorghes in London.  He was extremely dismissive and didn’t want to collaborate.  So I thought ‘screw it, I can make this drug myself, and I called a colleague at the University of Toronto’s Department of Chemistry (a friend Rich Panicucci aksed him for me, and I mention this only because 30 years later Rick’s daughter was a student in my Health and Pharma class at U of T!!. At the time RIck was a grad student under a senior professor of chemistry Dr Bob McLelland 

How come they got so un-interested?

Very surprising to me that George K would not have wanted to collaborate at all, but later I found out what kind of person he was (also Hider and Hoffbrand as well).  I had published a few papers, not many, but I thought that he might know that  Toronto had a large thalassemia population with an active reseach program.  I told him :here’s a hundred more patients to try it in’ if you are interested, but he wasn't. So I called up Professor McLelland and asked ‘can you make this drug in your lab?’  He was very welcoming, and said ‘come over, I have to look at the chemical structure’.  When he reviewed the chemical structure, he recognized that it was very simple (“you could make this in your bathtub”) but the process would be extra-thermic (so it would heat up when you make it in large quantities.  So, we would have to make it in small quantities.  Bob agreed and said “I won’t need to be paid but I would need some money for supplies’.  So at that point, I applied for and was successful in obtaining an Medical Research Courncil  grant and Bob proceeded to make lab at Lash Miller Laboratories (Chemistry building University of Toronto).  

Over the next five years, from 1989 to 1994  Bob’s lab made it without asking for anything but the cost of supplies. It was a fluffy white powder and needed to be encapsulated to be swallowed. Then Novopharm, a generic drug company competing with Apotex, which was  run by Leslie Dan who was Berry Sherman’s main competitor (and longtime enemy) encapsulated us for free.  Novapharm never asked for any money for that before or since, and its role and that of Leslie Dan has, I believe never been made public.

We began to administer the drug to the first pats in a balance study in the fall of 1988 about sever months after I’d spoken to Kontoghiorghes.  

Our first study that fall involved bringing thalassemia patients into hospital for 21 days and watching how much they’d excrete, in urine and stool during a period at baseline (without the drug) and during a period in which deferiprone was administered and during a period when the standard drug, deferoxamine , which was the comparator.  The results of that balance study were published in the Lancet in late 1990.  In the meantime we started longer-term studies in patients who claimed they wouldn’t take standard therapy (parenteral deferoxamine) or who had clearly been struggling with compliance very badly with it.

The usual therapy at that point in time was what?

The usual and standard therapy at that point was deferoxamine, which was manufactured first by Ciba Giegy, later by Novartis.  Deferoxamine is a sterile powder that requires reconstitution in normal saline or sterile water, and infused in volumes of 5-10ccs under the skin of the arms or stomach 5-7 nights a week over 8-12 hours.  It cannot be absorbed orally.
5-7 nights a week every week?

Every week.  It’s onorous and irritating although not painful.  You talk to a lot of mothers who say that it’s horrible to insert into their kids.  For teenagers it’s very inconvenient.  They can’t go out with their friends because it requires 10-12 hours a night which means that they have to insert it by 8 or 9 pm, and usually don’t disclose this to their friends, and it becomes very pressured to hide.  Those who did stick with it, since the early days (the drug was introduced into a small group of patients around 1978) however are still alive.  And those who did not are all dead. 
It was quite different in the old days.  A lot of those patients who were the first to be prescribed deferoxamine have grown up, been married are having children themselves Ten or twelve years ago, there was a lot of secrecy around being a thalassemic and for example lots of aunts and uncles didn’t know that their own nieces and nephews had thalassemia.

Why?

Well it was a bit of a “family secret” thing.  It was different in different communities.  There was less secrecy in the Greek community.  But in the Italian community, the Chinese, the Indians there was more secrecy; maybe shame about ‘tainted genes’ played a role.  Arranged marriages were far more common and in some communities, this might be a problem with another family and your perceived ‘value’ For example, one of my patients, a lovely young man who emigrated from India when he was 17, eventually married a woman who is now the mother of his two children but is not aware that he has thalassemia major She does not know that every month of his life he must attend the Toronto General Hospital for a transfusion or that he administers deferoxamine (at his office -  religiously five days a week).  

So after we finished the comparison of deferiprone and deferoxamine in balance studies, we proceeded to our first MRC trial, an open label study.  Patients were enrolled from 1989 to 1996 [at which time Barry Sherman unilaterally and prematurely terminated the study – though he had not designed the study and by that time had given only the actual drug to it] A lot of them had developed toxicity  or experienced complications from deferoxamine.  deferoxamine is actually a very safe drug but if, as many people did in the old days, you used too much of it, you not only get depleted iron stores but you can get a lot of cartilaginous problems and growth failure, as well as hearing and visual loss.  We probably have not seen any significant complications like that in over the past 10 years during which time we’ve doing liver biopsies and titrating quantitative body iron burden to the dose of deferoxamine.  But deferiprone advocates have now been exaggerated in the literature saying how horribly toxic deferoxamine is.  It is toxic when used in doses exceeding those recommended by all regulators and the product monograph itself.
Originally about 10 or 12 patients entered the trial; ultimately 21 came to be on the drug for more than 1 year.  That was 1990/1991.  In 1992 we applied to do a randomised controlled trial to the Canadian MRC to compare the drug directly with deferoxamine.  In 1991, I’d contacted the FDA to ask them to meet with me, to outline what else was needed to bring this drug to market.  I went with Dr. Gary Brittenham who was by then my collaborator at Case Western Reserve University (later Columbia University), and we met then with Dr. Stephen Fredd.  

You went to the FDA with who and said what?

Others that came with us included Dr Sergio Piomelli who was head of the Columbia Thalassemia program and Dr Alan Cohen  who was head of the CHOP Thalassemia program – at that time no one was receiving drug company money and there was no company rep who came with us. 
And the plans were to –

The plans were to speak to Steven Fredd at the FDA and say ‘what do we need to do to get this commercially licensed?’  He said ‘Well that is is still way too early’. He told us we 1/needed to continue the long term study 2/ do a RCT and 3/that we need a large (200-300 patient study to determine toxicity in a larger population – our studies were too small for toxicity studies.  And 4/ you need an industry partner In 1993 I received one more year from MRC to fund the ongoing RCT but MRC told me  ‘you’ve got one more year of funding, and you’re now going to have to seek commercial licensing which requires an industry partner’.  Fair enough. We had been told that from FDA as well.  I didn’t known anyone from industry partner but Dr Gideon Koren called Mike Spino his buddy and in Koren’s division, clinical pharmacology who was VP of Apotex.

Dr Koren is who?

Dr Gideon Koren is an Israeli trained scientist who came to Sick Kids in the mid 80s, when I was still in Boston doing my fellowship, I didn’t meet him until 1989 when I came back.

What did you do your fellowship in?

In Boston was in the lab of Dr Stuart Orkin and worked on the molecular biology of haemoglobin.  Shortly before I came to Boston, Stuart had begun to lead the field in determining the molecular defects that are responsible to thalassemia of which there are more than 200.  Some of these -mild, severe, very severe defects - are reflected in the clinical variability we saw in patients but didn’t understand .  

I met Koren sometime between 1987 and 1989.  Didn’t work with him but then we started applying for MRC money.  Koren was a prominent pharmacologist, and my division chief insisted that Koren be on the grant. Koren was a very big star at Sick Kids, the biggest.  To work there he needed an FRCPC, and Sick Kids and the University of Toronto provided him with a fellowship, even though he’d never passed an oral or a written fellowship exam.  

Was there anything about his background that would make people want to do this?

He had a lot of papers.  He was white, male and had a really powerful connector with many others at Sick Kids of similar background, also providing them with what seemed to be very generous authorships.  He was THE favourite son, and there was a lot of support for him .  He was enormously skilful in getting data out and written very quickly, even given his difficulties of English as a second language.  They weren’t papers you would be proud to put your name on.  Whereas KOren could never understand the way Gary and I would work and re-work a paper.  He once commented  ‘I can’t believe anybody with an office this messy is so particular about what they write’, I would argue that ‘an office doesn’t count but what’s on the printed page matters’ but he just didn’t get it .  The important thing was numbers of papers, not quality.

Dr Michelle Brill-Edwards was around in those days, and she looked on Koren as a big brother, she was in the division of clinical pharmacology and did her fellowship in clinical pharmacology and therapeutics.  She said that he would include everybody.  He was very charming.  Now if you were open to that and he struck you as ok, and if he put you on the paper most people didn’t object.  I didn’t have any gift authorship with him.  But many did.  Peter Durie recognized all this – he told me that after he’d written his first abstract with Koren he’d never write anything with him again.  

Koren as Michelle used to say, had become a rotating door for drug companies - often negotiating a $6,000 grant to look at small research questions For example I commented once “a problem with deferoxamine is that I don’t know if it’s stable, so I don’t know if my patients can have it mixed for a week in the fridge which would significantly improve their compliance as mixing it every day is a real pain’.  KOren called Ciba-Geigy and say ‘I need $10,000 to do a stability study’, which he did and so my name was on that study - because I had conceived the idea.  This was in the later 1980s, at the very latest and I remember thinking: ‘he was really nice to put my name on it’.  But now if you ask me could I vouch for those stability data?  The answer’s no.  It cost him much less to do most studies than he negotiated from the companies, so he accumulated a lot of money.  His division chief was Dr Stuart Mccloud was very happy. The division also included Mike Spino as above,  and a pharmacologist named Rocco Geraci who was prominent at the CPSO when Koren was later referred for professional misconduct and emerged without sanction).  So Koren was very well placed.  He was still starting out, he had a lot of papers already - but very dependent on other people to conceive of study ideas.  

In 1989 when I wrote the first grant I applied to many agencies for funding and Melvin Freedman (who died in 2018) who was then my Division Chief told me ‘you’ll never get the grant unless you put our [his and Koren’s] names on it’.  I believed that. It was my first grant.  Mel never did a stitch of work on the study, but he wanted the credit, as always. When in 1992, we got what was called a terminal grant which was ‘we’re happy to give you one more year funding but after that you have to look for an industry sponsor’ Koren made the pitch to Apotex and Mike Spino enters the story.  In the meantime we’d enrolled patients and getting their baseline data for the randomised study.  We sign a contract in April 93 with Apotex.  In August 93 we went again to the FDA.

When did you first actually meet the company?  Can you remember going along to the company headquarters or did they come to see you?

No, Spino was still in that division. I never met Barry Sherman except in discovery.  

So Spino’s from the company, he’s not actually from Sick Kids?No Spino had then and all through the controversy maintained, a position at Sick Kids, and a lab at Sick Kids, in which grad students financed by the university worked on desferriprone under him while he continued as VP of Apotex.  

So what’s Spino’s background?

He has a PhD in Pharmacy.  He has no MD background.  He is a very ambitious guy.  Koren told me once that spino had signed his name to a prescription pad for a patient although he was not a doctor.  Not sure that was true, because now everytihng that Koren says or said would be prudent to confirm so we cannot be sure this was true.  Maybe we need to ask Koren!  I thought Spino was a creep, but I don’t know for sure that that happened.
That’s what I love about you now! If all of my interviewees were kind of happy to talk about this things would have been much more interesting!

Anyway, Mike Spino and Koren were ( likely still are I suspect – probably  both mourning Barry Sherman still) very good friends and when you look at their CVs there’s a lot of Koren on Spino’s CV, a lot of Spino on Koren’s, and a lot of Stuart MacLeod [who I eventually sued who wrote a letter to the newspaper] on both.  Wonder what Macleod who was a big Dean administration type later, would say now about all those papers. 
Anyway in 1993, Basically, what Spino says is to me ‘well we’ll provide funding to match your MRC money under a “university/Industry” grant.  Of course, Koren took extra money from Apotex as we later discovered:  $250,000 in research money termed “miscellaneous industry” was stashed under Koren’s name.  We spent years with our UTFA lawyer Allison Hudgins attempting to find out from Then Dean David Naylor, who kept putting Allison off for more than a year - as to what this money actually was. So there was likely one contract for me and Koren and one contract for Koren that I didn’t know about and possibly the hospital and university didn’t know about it either.

So, the first time you meet the company – 

Probably in Koren’s office.  And they sit down, they say they’re interested, very interested,Spino is so smarmy and right away we don’t like each other 

You and Spino?

Absolutely.  Gary used to say “Mike Spino must have had a blonde mother, he has  so many issues with you.”  Anyway, he was always competing, always saying ‘well you know Apotex would be very pleased to take over this’ and I’d explain ‘well I don’t think you really can because you don’t have any medical expertise - know you still have to do trial on actual patients’.  And he didn’t like being reminded of the fact that he was dependent on me - this witch.  You can see it through all the correspondence.  So this is still 1993.  We sign a contract in 93.  We go to the FDA, Spino petitions to come, but the investigators say ‘this is not to our advantage so you can’t come’.

The investigators at this stage are?

Officially on the grant? Koren and myself  But Gary and I had started already to work together in the evaluation of body iron, using something called the SuperConducting, Quantum Interference Device (SQUID) and the liver biopsies. Gary is an intermist and a haematologist, trained at Johns Hopkins and was then at Case Western Reserve University - now at Columbia.  He was the leading expert in over load and had developed the SQUID (the only such machine in the USA) with his mentor Dr. John Harris [this was newish, published 1982 N Eng J Med] through which they were able to non-invasively assess body iron burden providing a liver iron concentration quantitatively equivalent to that obtained at biopsies.  So if you didn’t have liver damage or if you didn’t have hepatitis C and therefore it wasn’t necessary to examine you liver histology) it was probably in your best interest to just have a SQUID.  In the end we started doing both biopsy and SQUID.  We became very good friends and saw eye to eye scientifically from the beginning 

We don’t involved Koren much at all including to the FDA, because it was slowly dawning on me (although it only struck me in the middle of 96 that he just doesn’t get things: he doesn’t really get basic medicine.  I gave a speech in DC once when an Israeli woman stood up and said she had been in his class and he hadn’t changed at all.  She was very unsympathetic to him but apparently he did attend medical school, at least according to her -- Brenda Gallie always doubted that he’d actually graduated in medicine at all. 

Anyway, so we go to the FDA and Dr Steven Fredd says ‘ok, I’m happy with the Canadian data, are you happy now?’ Kind of in a nice ironic way; he was a nice guy and I think he didn’t believe two years before that we were going to to all that we had planned.  He continued: “But I still want four things, I want you to continue with that long term trial; I want a randomised study (which as already underway) ; I want a toxicity trial.  I then said ‘I don’t have any patients left’.  He says ‘Look. we do vaccine trials in the far East, go to Italy (and I recall Gary saying later, ‘I think we can force ourselves to do that’) And Fredd added ‘I want an industry sponsor’ and that we already had that going.  So ‘ok, if we’re gonna develop it for the rest of the world we have to go to Italy, and I knew at least three investigators in Italy, who later became mortal enemies because they allied themselves with Sherman,  In Italy in 1994, we bean to  we started the LA02 trial.

LA is?

I think it stands for something Apotex. You know how they have drug names and numbers – shows my interest,  I never asked – oh maybe I did ask and I forgot – anyway.  We’re now in the middle of the long-term trial  (that’s LA-03) that’s been going for nearly 4 years.  We’re starting the randomised trial (that’s LA-01) with SQUIDS and biopsies and we’re also being asked by Apotex if they could hire us.  They hire us to be their medical consultants and Gary says we’ll only do it for $30,000 US per year.  And Apotex says ok fine.  So we went and got all the centres involved and I had to go to each one.  We were a good pair because Gary and I would design the trials and he would draw up the operations manual and I would do all the enrolling determining, was this patient, that patient eligible? each one had to have a liver biopsy if the serum ferritin concentration  was less that 2000 x.  And none of these people had done real clinical investigation before but they were reasonably cooperative and so we got along.  We rented a house on the shore in Sardinia and a house in the mountains of Torino and a place in the country in Ferrara (the three centers that were in the studY and many of our students came, and worked there.  

In the meantime Koren is pretending to run the trials while I was for a month in July in 94 and 95, LA01and a child developed agranulocytosis at the end of April.  So I handle it.  The child comes into hospital, gets a bone marrow and needs G-CSF the slides are sent for everything, the mother’s counselled 24 hours a day and the kid goes off deferiprone - forever. Fine.  

In July, the same things happen to a another patient but I was away in Italy.  And my research fellow called me in Italy, and told me ‘oh another patient’s got agranulocytosis’. I said ‘what do you mean she’s got agranulocytosis?  Didn’t Dr Koren do anything?’   He said ‘I called Dr Koren but he said just keep her on the drug and have her come in next week  She lives in Ottawa.”  I fold the fellow ‘you call that family and you tell them to get on the train/plane right now unless she’s got a fever and I will meet them at Sick Kids’ and as I’m saying this Gary is staring at me and slowly picked up the phone and calls the airport and booked the flight and Gary told me ‘this kid’s gonna die for sure’.  By the time she got to Sick Kids - I beat her there even though I flew, she’s sick, she’s febrile.  we do a bone marrow . She goes immediately on GCSF.  Finally she recovers over a week. I confronted Koren: ‘you know when you see the white cell decline you’re supposed to stop the drug – do you understand?’  He said ‘you think you’re really great don’t you?  You think you saved her life?’  I said ‘oh no I don’t think that, I KNOW I saved her life’.  I told him ‘it doesn’t take a whole lot of talent or knowledge, you admit to hospital, you take the temperature, you sample for the white count, you do a differential’, and it was then that I realized he doesn’t know this, it’s really basic but he hasn’t really done clinical training and I wondered.  So anyway, the kid lives but this sort of makes us very nervous and alert to the fact that Koren is, well, not sufficiently competent to run the trial.

Hang on – this is 6 years after you’ve gone back to Sick Kids? Now when you went back to sick kids, you were still a pretty young, innocent kind of customer?  Thrust into ..?

What is now clear is a horrible atmosphere, even without Apotex.  It’s was  competitive atmosphere but it does run the monopoly on paediatrics in Canada basically.  It would be very healthy if some other clinics, or hospital struck out and did speciality paediatrics.  An old timer colleague of my dad, said to my dad who was at Sick Kids 50 years ago “it was always like that, a horrible grasping striving competitive nasty undercutting climate”.  There’s probably something I don’t understand about the place when I arrvied.

Now the next event was that in 1994 the plenary session at American Society of Haematology.  We were first on the programme, a big deal, and everybody wants to be your friend when that happens, that’s for sure.

Because at this stage they think the drug’s gonna hit the market, got a new treatment for thalassemia

Yes, it’s oral it’s convenient, it’s therefore better for patients in emerging countries and it was looking pretty good. I mean we have liver iron concentrations and before it had only been serum ferritin concentration, estimate,  they correctly could have said look that’s just an estimate that isn’t really correlated that well with body iron burden.  

Then we submit the manuscript in June 1994 on about three years of follow-up.  And everybody who is in that paper has been on it ≥365 days and had two biopsies a year apart and it’s all very organized – a good paper -- made better by Gary B who was 2nd author, We wrote it very carefully, we send it to the NEJM in June and it encompassed all the results up to about May of 1994 and it’s published in April 95 and had a very nice editorial by Dr David Nathan.  It was complimentary to us but also noted that one couldn’t really count on this drug to reduce heart disease unless we see that evidence, which was fair; it was not a longterm study.  But it was a nice editorial - last sentence of which read: “it’s all in reliable hands.”  
And then about two or three months later, I said to Gary ‘you remember patient CD whose liver iron was 33 mg/g and then it declined to 20 mg/g and then it was 10 mg/g?  Well now it’s back up to 13 mg/g.  Does that make any sense?’ 
Gary agreed it did not but suggested we do a few more so we started doing SQUIDS a bit early on patients – never missing any.

patient CD?

CD was a patient, 

And they all have hepatitis C because of transfusions?

Not all of them but close to 60% of the older ones did.   Anyway, CD she’s going down nicely, but then her liver iron concentration appears to be increasing, she’s way over the threshold of safety but she’s under the threshold for cardiac disease and early death which is 15 so we think ok, we’ll just wait So then her brother is scheduled for a SQUID.  He had dropped from 32 mg/g to 17mg/ but now his liver iron concentration had increased back up at 20 mg/g. That upsets us a bit more but we think well is he not complying, or maybe the drug is losing its effectiveness?  One of Gary’s theories was – because we never did any bio-equivalence studies, we had had this fluffy powder produced by Bob McLelland in the old days surrounded by a soft gelatin capsule, and now we have it in a hard scored pressed tablet made by APotex we thought - perhaps the bioavailability is different?  Koren would make terrible remarks about Apotex about what a loser Barry Sherman was and how obviously he didn’t know how to make a drug.  Koren was so scathing.  I wish I had all that on tape.

We had many other hypotheses as to why the drug appeared to be failing.  So we took a few patients off and did a test – tested them with the old deferiprone, of which I still had a supply.  They didn’t excrete that differently but they all put out a lot of iron in their urine and stool while on deferoxamine, meaning they still had a lot of body iron stores there.  So then Gary and I wrote up a new protocol and say here’s how we think we should investigate these patients whom we called “LORS” at that point - Loss of Optimal Response.  We show it to Apotex and they say ‘there’s no problem’.  They’re polite at the beginning and Gary’s very polite, but says ‘I just don’t think they understand us really, I think we’re just not making it clear, I will come up and expain everything with my slides’.  

So Gary came up armed with his iron metabolism slides to Toronto and goes through the whole thing and Sherman’s group keep saying ‘well, we don’t really think that it’s a problem’, 
Gary keeps trying: ‘no but it IS a problem because you see, these people, some of them are over 15 mg/g and that’s the threshold for cardiac disease and early death which I published in 1994, showing this’ – it is not under debate that these are the important thresholds for risk, never has been.  
Sherman: ‘Yes, but we don’t think it’s a problem, there’s only a few people’.  
Gary: ‘but for these people there seems to be a different response and while some people are performing very well, others are performing at danger levels with a few are in the middle’.  
Gary kept calm saying sometimes ‘it’s difficult to distinguish malevolence from pure incompetence, lets just keep reporting the problem’.  
So we do Gary came to Toronto no less than six times in the Fall of 95, Winter of 96, and he’d say ‘you know I think we really need to examine this problem because now patient X is over threshold for cardiac disease, and patient  Y is over threshold for cardiac disease and there are more and more patients going into the danger zone.”  we eventually recorded six over the threshold for cardiac disease and early death.  

6 out of how many?

At this point 18 patients, because 3 had dropped out after the NEJM paper of April: Two had quit, and another had normalised his iron stores and we took him off – which is what you do with any chelator until they increase.  So anyway, there were 18 active patients, and out of those 6 exceeded the threshold for cardiac disease and early death.  There were some in the middle group, some in the good group and some in the very bad group.  Well they weren’t going to investigate that and no they didn’t see it and so Gary suggested ‘I think we should point all this out to the research ethics board at the hospital because we are seeing something we didn’t expect’.  Sherman REALLY didn't  want that and this is where the whole battle starts.  This takes us up to about about February 96

So this has been rumbling on from 94 though has it?

No, it’s been rumbling on from about the Summer of 1995.  The LA-02 trial in Italy which we organised was actively going. Our were on the bottles of deferiprone and all of that, everything had been run by Gary and me, we were sent toxicity reports every week by fax, so essentially Gary and I were running that trial too. We were the co-chairs of the scientific committee, and we made all administrative and scientific decisions
And they’re actually reporting that there were cases of agranulocytosis?

Oh yes, nobody debates that.  When Alan Cohen took over the trial, which I’ll tell you about in a minute - he decided that neutropenia and agranulocytosis would be separately assessed - and so he divided them which made the incidence of both look less.  You;ve seen this deceptive approach before so that an adverse effect looks less frequent than it really is.  
When you look at all the other trials agranulocytosis is much higher than 1-2% our trial in Italy reported.  Now why is that?  Because for this trial Gary had originally insisted that he didn't feel comfortable with people being on deferiprone  longer than a week without having a white cell count assessed, so he insisted that everybody would get a week’s supply of drug - come in on Monday, get their next week’s supply and before they go home their differential count is taken.  Very cautious.  So everybody who we caught rarely got into trouble, unlike my patients in Toronto.  Anyway – so LA-02 was going on by 96, it was supposed to end in September 96 and we are actually the co-chairs of the scientific committee, and we make all administrative and scientific decisions.  

But then in February 96 when we make clear our intentions to tell the research ethics board at the Toronto Hospital and Sick Kids and wrote the REB a letter ‘Dear Stan (Dr Stan Zlotkin was Chair of the REB at Sick Kids then) here’s the problem.  We called it variability in response to deferiprone.  He says ‘well, judging from the principal investigators’ (that is your) concern, I suggest that you change the consent and information forms to reflect these concerns which may alter the willingness of patients to remain in the trial, in which they signed a consent form which did not reflect these concerns’.  
Very simply, Sherman doesn’t want this so they claim – although now the story diverts that they claim they then showed the data to all the investigators and they said no problem at all!.  

In the 1999 60 minutes program, Lesley Stahl asked Sherman, ‘so you showed Dr Olivieri’s data to all the co-investigators in the LA02 trial ? and they unequivocally disagreed with her?’ and Barry Sherman says ‘everyone’.  Then it’s a fast forward to Lesley Stahl : ‘well, we called Alan Cohen, the head of the Philadelphia arm of the LA02 trial and he said he never saw those data, and as soon as he did see the data he submitted them to the IRB for approval’.  Then what happened is we waste a bit of time sending the forms in.  IRB at Sick Kids head  Stan Zlotkin writes me back and says ‘where the hell are these changed forms coz we’re arguing with Apotex every single day about whether we can do this they say no we can’t’.  

So finally I re-did the consent forms, I sent them to Apotex, Spino wrote back and say no: not this, not this, not this, not this.  Finally, On  May 21 1996,  a Tuesday I sent the forms to the IRB and to Apotex by courier.  On Friday May 24th I went to get my hair cut and I just called to see if Gary’s called and there’s a message on my machine saying “it’s Mike Spino we cancelled your trials, you’re off the LA02 steering committee, if you say anything to your patients, regulatory agencies, the scientific community, you will be served with all legal remedies and basically sorry we couldn’t meet face to face.”  He leaves the same message at my home.  
I remember being frozen and I called Koren. Koren clearly knew all about this, as events later showed.  I called Gary and he says “well this can’t happen because they would have to have Alan Cohen take over the LA02 trial because I am sure not sticking around if you’re not around.” So I said “what do you think we should do?”  When I get back to the office, I call an old family friend a lawyer at the Canadian Medical Protective Association, the only lawyer I know at that point –.  And he comes up to the hospital, who says “Did you erase the tape?”  I hadn’t.  So he recorded it, and that’s how we had that evidence that Sherman had threatened that I would “be sued for all legal remedies”.  In the 60 minutes program, Sherman denies he said that “”Never” and then 60 minutes played the tape showing he was absolutely lying.  A happy moment.
When does Apotex in the shape of its CEO Sherman come into the frame?  You haven’t met the man at this point?  

No.  He walked in one day when Gary and I were all sitting around the table at APotex, probably 94/95 but he wasn’t introduced to us.  He poses as a down home, home-grown boy who only drives an old battered Ford, but he was a billionaire. A bully billionaire  

So my lawyer tapes Sherman’s threats and I call Michael Baker in tears and he says “nothing’s gonna happen, just call Arnie Aberman”, then the Dean – he’s away, but Michael gives me his home phone number.  So I think everything will be ok.  In the meantime, Joe says “write the CMPA and ask for legal support because  you’re gonna get into trouble over work done in work and you shouldn’t have to pay for this and ask for me as your lawyer”.  Gary gets on the phone that weekend, when his mother was undergoing a triple by-pass on the Tuesday.  I was supposed to go to Paris on the Monday with Apotex to run a meeting without Gary but Apotex had said “if you come you’ll be physically evicted from the meeting”.  But I had to go anyway because  I was doing a haemoglobin talk at the main meeting.  So I had to go anyway, and I called Koren who says “let’s sign a letter together to Dr Haslam,” the then chairman of paediatrics, who was replaced by Hugo Brodovich the next month.  We both wrote a letter saying “we’ve identified a loss of sustained efficacy and we’ve had some problems and now we’ve been threatened and we need your help”.  Haslam never replies to the letter and Koren says “I’m going to Hungary so I can’t help you”.  So he disappears and I’m left for the weekend until I leave on Monday for Paris.  So I call Arnie Eberman on Sunday, he flips out and says “do you have a lawyer”, and I said “I do”, and this gets him riled “what are you doing with a lawyer?”  Aberman reacts in other words the very opposite to the way Michael Baker suggested he would.  “When are you getting back?” I say “I’m not getting back until June 3rd”, because I’ve got to Italy after that to look after the L1 trials.  He says “you have to have dinner with me”.  I said “ok, we’ll have dinner on June 4th when I get back”.  

Then I go to Paris, Apotex has already started telling them that I wrong but it wasn’t really clear how crazy they could make out Gary to be, because it’s really difficult to say that about Gary.  He’s dynamic but he’s very serene.  So they’d already started their “she’s crazy” kind of story but I run into Victor Hoffbrand who is the person who had originally worked with Kontoghiorghes and I said “how’s it going?” and he goes “oh fabulous, our results are so good”.  
I replied: “you know Victor that’s just not possible.  We’re dealing with the same drug at the same dose, and the same patients.  Have you obtained liver irons?”  He says “No, we haven’t done liver irons because Beatrice didn’t want to do them because she was afraid that they wouldn’t show good”.  I said “Well frankly Victor it’s really up to you to do the irons”.  So that’s about all that happens in Paris.  A complete disaster because Apotex won’t let me near the patients, so I go home.  

I had dinner with the lawyer Joe and Arnie Aberman at Biagio a restaurant on King Street in Toronto and the reason I remember exactly where we went is that Aberman didn’t pay, even though the man’s a millionaire he made me pay for dinner.  Anyway, he keeps saying to Joe “well Sherman has a right to sue if he wants, it’s his drug”, and Joe was saying “well, Dr Aberman, I mean the problem is that this is Dr Olivieri’s opinion and I think that Dr Brittenham and Dr Oliveri have the knowledge of this drug that perhaps we don’t have” trying to be polite.  
“No, no, Sherman’s got a right to sue”.  
I think that the CMPA is very concerned about this including Aberman’s attitude and provided me with a full time defence, two lawyers, because the CMPA thought that if I didn’t tell the patients they would later be in a horrible lawsuit if anyone died and weren’t told.  So as Arnie Aberman’s really bailing (and of course we know now that he was just waiting for that big donation from Sherman, but we didn’t know any of this at the time).

Big donation?  

Apparently by this time a $multi million donation to be matched twice, it would have been about a $90 million donation from Apotex if matched by the government and all this was unknown to us, underway.  The money was going to fund a biomedical building in which Koren was planning to be a major player and of which Sergio Grinstein, another pal of Koren’s who later figured in sending more hatemail, was going to be a major player.  

Anyway, there’s an interesting twist.  Hoffbrand went home after speaking with me from Paris, and immediately started doing liver biopsies unkown to me.  Never thought he would.  And and in September at Italy for a meeting when I present my data and everybody says “this is wrong, this is wrong” Hoffman stood up and shows his data and instead of 39% of the patients being over the threshold for cardiac disease and early death, (which I reported) 51% of Victor Hoffbrand’s patients are, so there was this horrible silence in the room and Gary’s going “oh can you believe this! – you have to get that slide from Victor !” I asked Victor “can I have that slide please?” He finally did in the end and the point is that his data looked just like ours.  Victor had found  exactly what we showed, and published that in Blood and they’ve lived to rue the day they did that because it’s there for the whole world to see that half of the patients are over the threshold for cardiac disease and early death and since that time they don’t ever mention it.  Not sure why Hoffbrand rushed to publish it when he was lining up with Apotex’s position but I have my theories.   
Back to Toronto.  Aberman says “we’ll meet with Apotex on June 7th, so Spino, Mike Woolcock, Aberman, Gary, Koren and myself meet in the Dean’s office and we go over the data.  And later Bob Phillips asked me about this and I said “well I remember Aberman as being really friendly to Mike Spino, but you shouldn’t just depend on my memory because it was so emotional at that time, why don’t you call Gary?”  
Bob called Gary and Gary replied to Bob, “maybe you are referring to the meeting where Aberman had trouble crawling out of Mike Spino’s lap?” 
Arnie was constantly: “that’s right, isn’t it Mike?” “Apotex is a good company isn’t Mike?”  We were like - what is going on?  It was very weird.  Our lawyers weren’t allowed to come in so we go out and say “Aberman’s acting like an employee of Apotex”. Anyway Gary showed the slides which already, he’d showed a hundred times, Aberman interrupts me, says “this is no evidence”.  So he kept saying Sherman can can cancel the studies.  What I didn’t know is there’s a memo that exists now that says ‘Aberman reinstates studies, Koren to become PI’.  But I didn’t know this until this year.  So clearly that was going on behind the scenes but what I saw was Aberman favouring Apotex and vice versa, with Koren sitting there saying “it could be blue, it could be white, it could be red, I don’t know”.  This is a very important part of the story because Koren of course doesn’t have the judgement to make a call here.  

So then, Aberman reinstated the administration of deferiprone under something called “emergency drug release”, this meant that any patients who in the judgement of Olivieri and Britenham were still doing ok can still continue to take it.  And there was also a randomised trial in which people had been only on the drug for nine months, so some of those patients would continue.  They’re all my patients so I would make those decisions. Gary would continue to measure the liver irons, perhaps at a more frequent level, but any of the toxic effects would have to be recorded as law to the sponsor and to Health Canada – The trials would be closed down and any communication with the company would be through Koren to Spino.  

In the meantime Apotex says they’re going to have an expert advisory panel.  Next thing we hear is that Alan Cohen has taken over the trials in Europe, the ones we designed etc.  Alan takes over and the Italians don’t really know how to line up. Cohen’s a smart guy but.  They also appoint Cohen’s boss Eli Schwartz as head of the committee along with Beatrice Wonke Hoffbran’s longstanding colleague and friend.  with a friend of Peter Durie’s, Dr Mary Corey an epidemiologist at Sick Kids, and a guy named Jeff Blumer the Chairman of paediatrics at Case Western, who was to eventually offer Koren a job after Koren’s been disgraced – he was a pal of Koren’s.  
It was clear that they requested Jeffrey Bloomer to be on that committee because he was a friend of Koren’s so not surprisingly they find that there’s absolutely nothing wrong with our data, they claimed that contrary to our findings, the data show deferiprone was effective and safe,.  Gary and I have to sit through this.

it was saturday July 13 1996 and Steve our lawyer picks us up and drives us out to Apotex and they go through this song and dance and then Gary goes back and writes out a rebuttal of the report, brilliant as usual.  It’s very effective and very clear and it just shows no idiot could he mistake any of this for fact but they relied upon this conflicted report for years.
August 27th 1996 was that year’s deadline for the American Society of Haematology abstracts and Hoffbrand submitted his new data that showed 51% of the patients had liver iron concentrations over the threshold for cardiac death.  So while Beatrice was in Toronto in July claiming there was nothing wrong with the drug and protesting that our data were wrong, she knew that her data back in the UK were identical to ours .  This is a particularly disturbing part of the story because you know this assessment was related to patient safety.  This is not like “oh they didn’t get relief from their headaches” if you don’t get relief from these headaches so to speak, you can die because your liver iron won’t be adequately reduced.  So it’s not just a matter of effectiveness it’s tied to safety in thalassemia.  

Gary then suggested that we inform the Health Protection branch in the FDA and other relevant agencies.  So we write Apotex a letter saying we’re gonna do this and they write back and say “No you are not b/c if you do we’re gonna sue you”.  My lawyers say “Well sue us then, because we’re going to the Health Protection branch”.  So of course they write back and say “now we’re not gonna sue you but we want to come”.  So they come.  And we’re sitting around the Health Protection branch on August 14th 1996 and I tell the story and the Chair of the Bureau Biologics, her name is Mary Carmen, she leans over and winks at Mike Spino and both Steve and I see the wink and she says “we’re not that concerned about effectiveness here, we’re really just concerned about toxicity”.  Well no I say but in the case of thalassemia, body iron burden toxicity is equivalent to effectiveness and vice versa, they’re very related.  Gary confirmed this and showed his slide (again) on thresholds of endocrine and liver and heart problems and she winks.  We go across town to tell the CMPA what the outcome of the story was – that they absolutely refuse to notify any of the other regulatory agencies and Health Canada says buzz off.  We talk to the CMPA head, Stuart Lee, and he says “well if they’re not gonna do that you must go ahead and report this to the scientific literature and we will offer you legal protection to do so”.  

So we went home and we preparee abstracts. Gary’s lawyer at Case Western says “you’re not protected so you can’t be an abstract author”.  I said ‘that’s ok, I’ll put Koren on’.  Koren’s at this point in Israel.  The lawyers want to be confident Koren agrees they organise a conference call with me Steven and Joe the two lawyers and Koren in Israel.  He sends back corrected versions.  Koren asked, “change the title. I agree with this but change this word” but he doesn’t change the basic message of either abstract on LA01 or LA03 at all, which basically says “there’s a problem with this drug”.  And then Steve says “well that’s fine, I’m just really happy to hear that you agree Dr Koren, we’re handling two clients here you and Dr. Olivieri and we needed to know”.  

Then Koren claimed the problem was that he was being threatened with a law suit at the college and told the story of his mistress, how she claimed to have been his patient, even though she really wasn’t his patient according to him, but he’d prescribed Valium and you aren’t supposed to do this to any family member, and he just didn’t feel he could handle two law suits at this point.  
So my lawuers really sympathetic, his words were “oh it’s terrible to be accused of sexual misconduct”. Was amazing because it was so faked, I though.  Anyway they say fine Dr Koren, Dr Olivieri will take this on alone.  So this has been used since that time as evidence that Dr Olivieri was alone in her beliefs and Dr Koren didn’t believe it.  Unfortunately, when that comes up in trial I’m gonna say ask my CMPA lawyers because they have it all on tape.  Naimark probably tried to go down a lot of routes but was stopped by Koren who probably said ‘no you’d better not go there’ because “actually her lawyers are on the phone and there is documentation.”
So we have this discussion, and I submit the abstracts.  Then I get a call from Dr Ken Kashanshy, the scientific committee chair at the American Society Meeting, later the editor of Blood.  He asks, “Nancy I just got this really weird call from this guy Aptoex’s Mike Spino, what the hell’s going on? Spino claims your abstract’s wrong, and it’s dishonest, it’s mistaken, and you moved all the data around and it’s not right”.  I said “that’s not true”.  He said “what am I gonna do?”  I said “call David Nathan”.  KK asked in a shocked voice: “David knows about this?” And he called David.
By this time my lawyers wanted to be sure do they had gone to Drs Weatherall and Nathan and shown them all the data, told them the story and asked for an affidavit, and so had affidavits from each.  
So Ken calls David, and I’m stewing you know for an hour and a half, and I get the call back, and Ken said ‘I’ve been on the phone all this time, and I am putting the abstracts forward for consideration’.  
He also added: You wouldn’t have believed what happened when I discovered this hormone called TPO, he said, which simulates platelets, the drug companies were really bad to me at that point” He was allegedly was sympathetic to the whole thing although later events may show that he was not.  Anyway one of our papers paper was accepted for oral presentation and one  for poster presentation.  

Then in October 96 I first got fired.

Can you take me through being fired?

The background to this is since 95 they’re trying to ‘satellite’ the sickle cell disease programme – a group of black children.  They wanted to dump it. Great Ormond St did and Sick Kids isn’t far behind.  They wanted to get rid of this high volume, high admission rate, low income, wanted to patient group.  Well the only place for sick sickle cell children is in a tertiary centre.  I make this point in about 60 different letters. I even get Drs Sergio Piomelli and Elliott Vichinsky, some of my stronger colleagues, to advise on this and they claimed it must  be a racist initiative because the data are so clear on this.  Finally the Urban Alliance for Race Relations weighs in inthe head Anthony Shelton, (brother of Dominic Shelten, a friend of mine, who’s the head of emergency Medicine at Womens College Hospital)  So we start having to fight, through all of this Apotex stuff, about keeping the sickle cell program at Sick Kids.  So, we’re in the real height of this, and Dominic visits the Chief of Peds, Hugh Obrodovich, who tell him “you people should be glad that we’re moving the clinic out to Scarborough, because most of your people don’t have cars, and they won’t have to drive”.  So Dominic says  “Dr Obrodovich that is an extremely racist remark.  I have a car and so do a lot of my colleagues and the community is not really happy about hearing that”.  Obrodovich was a little scared off, being accused of being anti-blacks.

You’ll have to fill me in on the background of Obrodovich.

Hugo Brodovic is a  Serbian who changed his name to sound like he’s Irish. Do I have to say anything else?  O’Brodovich – does that sound Irish to you? Alan Goldbloom was his second in command, and then there was Mike Strofolino
O brodovich trained at Manitoba and did postgraduate training at Macmaster.  He’s a respirologist who became chairman of paediatrics.  Goldbloom is a paediatrician with no sub-speciality training, who came in 1993 to be head of education and was kicked upstairs until he became head of patient services. You know his father Dick Goldbloom was also David Goldbloom’s father.  At the time this all was happening with the sickle cell programme Goldbloom was head of patient services and was responsible for all of it.  

So here were Dominic and I struggling along to keep the program at Sick kids. The sickle cell association is very much behind us but they are not very organised.  Its heart is in the right place, they know these people are selling them a bill of goods, they know there’s no advantage to going Scarborough General.  Anyway, I get a letter October 18th from Alan Godlbloom, saying “if you do not cooperate with the satellisation of the programme I am giving the supervision of the haemoglobinopathy program to someone else.  I have the support of Mr Stropolino, Dr O’Brodovich, Dr Freedman and Dr Buckwald in this”.  
So I call the CMPA, say, I’m getting fired, and I think it’s got to do with Apotex but it’s also got to do with this long-standing debate about the sickle cell program.  This is not in the interest of patient care, nor is it gonna save a whole lot of money because inpatients are the cost, not the out patient clinic.  The out patient clinic wasn’t expensive and we had a lot of research money, at least 4 or 5 NIH grants at this point in sickle cell disease.  So a lot of people were behind me in this because they recognised all it as racist.  But anyway I get this letter and I write the CMPA, they say ‘no this is terrible’ and so they write a letter with me saying ‘please clarify Dr Goldbloom what you mean by firing?’  

By this time he’s already eating crow. I showed it to Freedman and I said “you support this?”  He said “I don’t know what you’re talking about – I’ve never seen this letter in my life, I’ve never given approval for it”.  
So Goldbloom has to retract the firing within a couple of days.  
I go to Michael Baker who says “well this is ridiculous, we handle the adults and we’re not gonna prepared to let them go out to Scarborough” so he gets Armond Keating the head of haematology, my immediate boss, to write a letter saying we’re gonna keep the SCD programme at Toronto General.  So when Hugh gets this he holds off for a little but the problem has continued to resurface.  

December 96: we arrive at ASH before Gary who calls me on Orlando after I have jus checked into the Peabody Hotel and asks “have you seen this paper by Carthew in Biometals published in 1994 that shows that a related drug caused aggressive hepatic fibrosis and cardiac fibrosis in Mongolian gerbils?” 
It’s amazing we missed this – so he says “why don’t we look retrospectively at our 72 biopsies and see if progression of hepatic fibrosis has occurred?  So we get a few out and we see that it looks worse according to very simple readings. Then Gary and I go to the strip mall in Orlando and make up new slide showing some of this but we’re careful and it’s recorded to say these are just something we made up in the last two days.  
Apotex makes the pitch to Gary “How much money do we need to give you to return to the studies without Olivieri?” Gary: “Mike, there isn’t enough money in the world” – which was fairly unequivocal. Garry wrote a letter of resignation
So anyway, Gary and I were co-chairs of an iron education session.  It is very sparsely populated but Apotex gets up and says “Dr Olivieri is mistaken and no-one agrees with her”.  Gary stood beside me laughing “Am I chopped liver, invisible?”  And then a free for all start and Sergio Piomelli stood up and says “Don’t you try to bully Dr Olivieri, it’s very courageous for her to do this” and Elliott Vichinsky also stood up and defends me.  The next afternoon, when we run the session for the second time, everyone at the meeting has heard about it and now it’s standing room only.  Apotex starts the whole thing but this time we were a bit more prepared, and Mike Spino started again Gary said “Could you please declare your origins?”  Mike very pissed off said “Apotex” and there was this titter and Mike looked ready to kill Gary .  

On that meeting, Dr. Elliott Vichinsky and I had I organised a symposium. It included David Nathan, David Weatherall and we had also invited Victor  Hoffbrand and Beatrice Wonke to present their data and people from Australia and Switzerland.  Apotex tried to get in on the program and ellott had refused them t was Saturday night I presented the data for us and Apotex gets up and hurls insults and then Beatrice presented her data Which prompted David Nathan to ask Hoffbrand, publicly: “how is your data different from that of Olivieri and Britenham?”  Victor does a doge and weave ; Dr. Nathan asked again: “I’m gonna ask the question again because I didn’t get the answer the first time” They were really mad, there was lots of polarisation and people were starting to get personal and ugly, it became a horrible field.  

We go back and Garry says “ok, we’re gotta get the biopsies out and review them for progression of hepatic fibrosis”.  These had been archived at Sick Kids and Toronto General, so I spend basically a month getting the slides out and on December 23rd 1996 Ross Cameron, a pathologist and I sit down.  We started Christmas Eve, so we just did a few, and then we go back on the 26th and we go through it all so by January 22nd he had read all the slides and he thinks there’s a substantial proportion who experience progression of liver fibrosis.  

There were a number number of altercations in January with Obrodevich related to the sickle cell program.  He told me I needed me to sign a letter to the patients saying this is good and I wrote a letter saying ‘there’s no way I’m signing this letter’. By this time I was so out there I thought I couldn’t get fired – wrong.  
By January 22nd, Ross Cameron the pathotlogy says he thinks a number of patients are progressing so we write a letter to the FDA.  Then Ross says ‘don’t send the letter, I want to look at it again’, so about February 4th he’s ready but this time I’m getting a little worried because the patients are experiencing damage so I make an arrangement for a patient meeting on February 4th and obviously I don’t tell Sick Kids or Goldbloom or Apotex or anybody. Ross came and spoke to the patients and he goes through what cirrhosis looks like and fibrosis looks like and where he thinks people are.  He doesn’t name names but he says “you know our recommendation is to have a liver biopsy as soon as possible and to stop the drug”.  People crying, saying ‘I don’t wanna go off the drug’.  After the meeting I sent the report of the progression of fibrosis with photographs of the liver slides to Apotex.  Nothing happens for two weeks.  In the meantime I’m getting biopsies when I get agitated calls from Hugh Obrodovich screaming ‘come down to my office’.  

What was your kind of background – did anything mark you out for what was to come?

No I was an ordinary medical student.  I got into haematology because my first year in medicine I had a very interesting staff at Mcmaster, used to show all the hematology and pathology slides of all the patients of the day, and believe it or not it was very entertaining and it was really fun.  

You were a shit disturber from the start?

Michael Baker would say I was. In those days the TGH haematology service didn’t teach very much.  It was a lot of serviceHogg and I would demand this and that and he’d say ‘every time I hear the names Hogue or Olivieri I know I’m gonna have a problem.” , My second year was really good at the Western Hospital and half way through that I said to Michael I wanna do some research and he said ‘the only places doing any decent haematological research are Sick Kids, or Princess Margaret Hospital, so why don’t you go see Alvin Sipursky at Sick Kids, who was then the head of Ddivision.  Zipursky said ‘we have a lot of programs here that are not programmatically arranged, for example we have three or four people seeing haemophiliacs, we have three or four people seeing the Sickle Cell patients, three or four people seeing thalassemias, and I want to make it a programmatic approach so that everyone with thalassemia is seen by one physician with one diagnosis, then you get an expertise so I agreed with that.  
Now four years before, in Boston, David Nathan had been the first one to develop infusions for subcutaneous desferro and he did not have enough patients in Boston so he’d called the former chairman of the department, Peter McClure and said could we have some patients.  So there was a cohort of Boston patients in Toronto.  In the Fall of 82, when I went to Sick Kids, Richard Propper the fellow who had done that work four years ago needed to have an update on how these patients were surviving.  So he met me and he said to David, there’s a smart fellow up in Toronto who’s organised the thalassemia patients.  I got everybody named and numbered and charted, reorganising the thalassemia programme and done a lot of work that led to a lot of papers eventually.  So David Nathan said ‘you should come down and do a fellowship in haemoglobin and clinical research’.  I ended up doing a fellowship in Boston in David’s division in Stuart Orkin’s lab, where I spent 2½ years learning techniques on a project looking at haemoglobin F regulation in Saudi sickle cell disease. Some of those papers were quite good so, when I came back supposed to do laboratory haematology combined with clinical work,.

So we’ve got some evidence that you’re a shit-stirrer right from the start – but when did you change character?

I think that I’d already changed by that time because in 96 I think I was already realising things about Apotex.  It was pretty easy to realize.  Most people don’t get a clear letter saying we’re about to violate your academic freedom, but I did get a letter.  Michelle Brill Edwards told me, ‘you’re luckier than most – there’s no subtle pressure, no push on the arm, it’s like, here it is.  “When the 60 minutes people said ‘what, they GAVE you a letter saying they were gonna SUE you?’, and I said ‘yeah’, and I showed them, they started laughing,  because they kept being told by Apotex ‘that’s nonsense’  and here it was in a letter!  So it didn’t take a brain surgeon to figure out this is not the way things are supposed to go, and they already knew that Obrodovic and Freedman and Goldbloom were gonna sell out, Plus, by then I had realized that Koren was sleazy.

When it became clear that the stuff is going to be published in at least the American Society meetings and when is was clear that Hoffbrand still has this problem with patients they decided to go the money route and discredit – you know deny, delay divide, discredit.  
So they go into the discredit thing and this is when I get this anonymous phone call from this woman, Koren’s mistress saying ‘you’re gonna be set up so that it looks like you’re in trouble with and stole money from Apotex”.  
I think it does sound legitimate and it does sound like the kind of thing Koren would do because he was always trying to turn a dollar.  For example he misappropriated $30,000 of one of the foundations but they covered that up.  He was always saying ‘Nancy if you don’t do this I’m gonna withdraw the funding for such and such’.  
I told The lawyers who called Koren and said ‘what is going on with this mistress of yours calling Olivieri up and saying that they’re trying to get this Apotex audit to turn on her?’ He said ‘Oh no that’s really ridiculous, terrible, ok, I mean if she is, but no I never said that’ and my lawyer said to me ‘under no circumstances are you going down to that audit or participating in it in any way’.  
So that’s always been turned around to say that I didn’t attend the audit but in fact I never handled any of the money for the studies anyway, it was always Koren who handled the money and we later saw notes that read “ Olivieri doesn’t know anything about the money, she’s handling the study’, there’s notes like this and my lawyer asked Sherman why then did you do the audit on Olivieri then?  He had no answer.  

The audit was being done to – discredit you?

Yes of course.  The audit was a financial audit.  My lawyer’s point at the beginning was ‘well Koren handled it, ask him the questions’.  So we get this official note that the Fazzari Brothers, an audit firm from Montreal are doing this audit, but I don’t come down to it, and then we make another visit to Koren’s office and Koren says to Joe, it’s gonna be very tough because I think there may be some problems with the audit and Nancy may be held liable.  Which was total BS.

Joe handled it well and replied: ‘Dr Koren just to clear this whole thing up, I think we should commission our own audit of the entire LA01 and LA03 trials. I’m gonna speak to the CMPA that we get an official audit of those trials’.  Koren went white and repliesays ‘there’s absolutely no need for that’.  

Then Steve calls me and says ‘oh boy you’re not gonna like this one, I just got sent two abstracts by Apotex’s lawyers Stakeman Eliot, and they have Koren’s name on them as senior author’.  They say Apotex deferiprone is safe and effective and they’ve been submitted to the 7th international conference on thalassemia and the haemoglobin to be held in Malta in April 1997.  I’d submitted an abstract to this on the fibrosis issue and Apotex had threatened me so I had withdrawn it . 
Meanwhile Koren’s called by the CMPA and say ‘you no longer have our legal support’ but he didn’t need it because obviously he had been working with Apotex for some time.  Then on Feb 4th I’m having this emotional meeting with the patients, and then on February 9th I get this absolutely shrieking hysterical call from Hugh Obrodovich, who says ‘what about this drug being toxic.’  I told you it was toxic in May 1996 but you didn’t listen, you wouldn’t give me legal advice. By this time he’s shouting, I’m shouting, I say ‘give me a break, what is your problem?’  He says ‘you know what, you’re the world expert on this’.  Apotex called me’ he said. 
 ‘I called Dr Koren’, I said ‘that’s interesting, why did you call Dr Koren?’ no answer.  I said ‘Dr Koren knew about this on February 4th because that’s the day I sent Apotex a copy, so he kept quiet for two weeks too but now you’re mad at me because I kept quiet?’  

Freedman comes down and has to take notes on all this, try to calm things down but it’s just impossible because as our mediator Teplitsky later says ‘he really hates your guts, Hugh O brodovich blames you for his wife’s death’, which was interesting because Hugh O brodovich was screwing this other woman for two years before she killed herself, am I responsible ?  HOB writes a letter saying ‘I disclaim any knowledge of this and everything has to be stopped’ and did you tell Dr Baker?’ I said ‘of course I told Dr Baker because Dr Baker’s first of all a haematologist, secondly he’s not in the Apotex pocket” 
The next month if you can believe it, Apotex sends a letter to Baker and to Obrodovic saying ‘we’d like to start trials again with Apotex but not with Dr Olivieri and everyone’s gonna have to sign a confidentiality agreement’.  
So Baker writes a letter that’s priceless, ‘oh I don’t think so, not only does Toronto General feel very insecure when this drug’s safety has been called into question but I don’t know anybody who would sign a contract with Apotex, sincerely yours Michael Baker’.  
Obrodovic does nothing of course.  Meanwhile, back at the reg what we didn’t know is that Apotex now pays Callea, an Italian pathologist, who comes over from Italy to look at the slides and they ask me for them – I said ‘sorry property of the Toronto General’.  But they get the slides, he’s paid $100,000 to say everything’s really good.  In fact as Garry always says they always do things slightly wrong coz instead of saying ‘we don’t see any progression of fibrosis’ they say ‘the drug reverses the fibrosis’ which just doesn’t happen.  Anyway they delay this and my lawyers keep writing and saying ‘where is the evidence, could you please give us Callea’s report’ and Apotex keeps refusing to send us the report.  
So June 1st 1997. thalassemia meeting in Cambridge, Massachussettes.  I have a talk, Garry has a talk, Allan Cohen has a talk, John Porter is chair with Eli Schwartz, former member of the so-called expert advisory committee and we all give our talks and then Eli Schwartz says ‘oh – I have late breaking news from Apotex’, and Apotex runs in with the data from Callea, three months old.  Now Calia had finished his report in April, this is June, saying ‘it reverses fibrosis’. I remember Eliot was standing at the back with Arthur Bank, and Arthur Bank said ‘Elliott do something’ and Elliott says ‘what the fuck am I supposed to do? why don’t you guys take some leadership here, Nancy’s getting hung out to dry.  Finally he says this is ridiculous and you could hear patients saying ‘this is really ridiculous’.  
Finally David Nathan stood up and says ‘I don’t think I would give this drug to a dog, no matter what the Apotex people say’.

But then several individuals start going into Olivieri attack again and John Dick my Toronto friend a basic scientist, is standing at the back of the room with David Nathan, and asks, ‘what’s going on?’ and David says ‘you don’t know anything about this?  This is what happens every time Nancy stands up to talk, this has happened for a year’.  
So David tells John much of the story and John comes back to me and says ‘Nancy I didn’t know anything about this but I think your problem is you haven’t communicated adequately to the people at the hospital’, so I am still in the mood where I say ‘well ok maybe you’re right, will you help me?’  
I trusted John, a wonderful person and replied: ‘Absolutely, I’ll go to see everybody with you’.  So John goes off optimistically to see Koren, but I don’t go with him because at this time koren and I are not longer speaking because I have found out about about the Malta abstract
Koren tells John ‘I really didn’t disagree with Nancy and I consider Nancy a friend, and my family likes her’ – and all this bullshit and John thinks this is all very promising so he goes off from there to see Dr. Manuel Buchwald head of research at Sick Kids, who says to John ‘oh I never heard about this, this is terrible’, Manuel Buchwald goes to see Hugh O’Brodovich, Head of Peds, who’s very defensive and goes into attacks on me.  None of us including John thinks very much of Hugh, but he suggests why don’t we go and see Buchwald.  

Buchwald is?

Manuel Buchwald was the head of the Sick Kids’ research institute, I say well he did have a pretty appropriate reaction after John and I gave him the whole story.  John reassurd me “see, great, he is gonna take care of things.”  
Nothing happens.  The next month, John says ‘why don’t we go back again’, and we went back to speak with Buchwald a total of 9 times – I counted
It’s now July 97 and am seeking a pathologist to come to Toronto to look at these slides (which Ross has decided may show progression of hepatic fibrosis in deferiprone treated patients which was the toxicity about which we were worried).  I asked the head of pathology at Sick Kids, Dr. Jim Phillips who in turn asked me ‘well - what’s wrong with Ross’ and his opinion? he’s a great pathologist.’ I explained, knowing there would be terrible push back from Sherman, ‘I need a panel of more than one, preferably three’, but Jim Phillips told me ‘I could never get involved with Apotex, Nancy, ordinarily I’d do it for you but I can’t, I believe I’ll get sued’.  So finally I have to get these two English pathologists that I don’t know before. The first was clinical dean at Oxford, Ken Fleming (now Sir Ken), and suggested to me by David Weatherall, and the second was a colleague suggested by Ken, the Editor of the journal of Liver Professor Alistair Burt, who agreed to come to Toronto.  A third guy who enters the story is Professor Peter Scheur, at the Royal Free Hospital whom Ken contacted  These are all prominent pathologists in liver disease, and they each agreed to look at the slides.  the slides were first sent Ken, then to Peter, and then on to Alistair.  The scores came back from each and they accorded fairly well, but then Peter Scheur suggested ‘I think you should get the pathologists together’.  I thought that’s a good idea, so I invite them to come to Toronto and two of them (Ken and Alaistair) on October 19 1997.  

Peter Scheur can’t come after all given his schedule, a fact which enters the story later, in 2000, when CBC starts making program with the sole aim of defaming me, and CBC tried to use him against the findings stirred up by Hoffbrand who is also at the Royal Free. (I sued the CBC on this program and they settled in mandatory mediation). The CBC person tried to suggest to Scheur ‘isn’t it terrible that Dr Olivieri’s issued a total ban on deferiprone?’ to which Scheur replied: ‘no she hasn’t, and then he clarifies that “Dr O has suggested that more trials should be done’ but that sentence by Scheur goes the way of the cutting room floor.  
CBC tried again: ‘isn’t this terrible that people aren’t gonna get drugs?’, and Scheur replies “well no, we have drugs, we have deferoxamine”.  
CBC tried again: ‘Why did Dr Olivieri leave your name off the NEJM paper?’, 
Scheur replies ‘she didn’t, she sent me the paper with my name on it and I have very strong ideas about authorship, and since I hadn’t made it to Toronto I did’t feel my authorship was justified”
CBC tried again: ‘did she leave you out of Toronto?’, 
Scheur replies ‘no, she invited me to come and I couldn’t make it.” 
CBC tried again: ‘what about these other two pathologists/  Who were they? (iplying that I got marginal hangers on)?’, 
Scheur replies ‘I know of no better pathologists than Dr Burt and Dr Fleming’.  
All this ended up on the CBC cutting floor but they couldn’t throw it out and the only reason I know all this is that I sued CBC, whose producers had really set out to screw me (they were big allies of Koren). All this came much later.
Anyway, Ken Fleming and Alistair Burt came to Toronto, and they reviewed  all the slides for a few days, and how they decided that they would evaluate the progression of hepatic fibrosis based on something called the Ishak (histology) system.  Eventually, the panel judged that 5 out of the 14 evaluable deferiprone patients had developed progression of hepatic fibrosis during deferiprone exposure.  The pathologists also wanted to see what kind of progression happens in the deferoxamine group, and they find none -  absolutely in keeping with the data on deferoxamine in the early days of its use when it was shown to arrest fibrosis .  

Meanwhile Peter Durie (Head of the cystic Fibrosis Program, a large research and clinical program at Sick Kids, also a Mcmaster grad, but a few years before me, and only an acquaintance at the time, who later became a close friend) happened to meet me around this time in the hallway of Sick Kids.  I looked like hell, and he asked what was wrong, I tell him and he told me “I just can’t believe this is all going on as you tell it.”  I say Ok, and brought down two boxes of correspondence, all of which he read, and still couldn’t believe.  So he then went to a meeting with the Dean and the heads of departments in September and tried to make this case and Alvin Zipursky tried at that time as well, and a couple of other people who had to drop out of the fight as they were pressured, and Helen Chan was there and John Dick was there, and they all got nowhere.  
The Dean tells everyone, simply, everything’s been handled fine.  There is no problem!
By November 1997 Apotex are becoming desperate; they wanted to obtain the basic data which I was planning to present the final RCT data at the American Society of Hematology including the patients were stopped as of February 97, because I had the data on liver biopsies from almost everybody because I had done them for safety reason to evaluate hepatic fibrosis in 1997 and Apotex had none of these data since it had been after May 1996 when Sherman had blown everything apart.  Apotex wrote over and over saying, we need these data and I told them basically get lost and so they write Koren to influence me! Can you believe it?  This is the last time I ever spoke to Koren.  He came down to my office on 23 November 1997 – still remember this clearly - and suggested that ‘I think you really should give them the data so can you give me the data?’ and I laughed and said exactly this: ‘I wouldn’t give you the directions to the men’s washroom if you asked for these” Koren actually asks says ‘why not?’ I replied ‘Malta abstract, does this ring a bell?  You know, the Malta abstract in which you lied and stole my data – remember that? Could you please leave my office?’  
Then Hugh O’Brodovich received a letter from Apotex saying we demand this, and Hugh wrote me a letter to which I replied “why don’t write to the CMPA to try to get these data? I’m not giving these data to Apotex.”  
So he gives up.  I didn’t in fact have official CMPA coverage by this time because they had said look, we think if you ever need us we’ll here – but we don’t think you’re gonna need us because Apotex hasn’t  sued.  Every time we say Apotex threatened, The lawyers would reply “we are instructed to accept serice on behalf of Dr Olivieri” and Apotex would regularly back down. At Am Soc Hem in 1997 I presented the data, and Sherman went crazy all over again. 

So colleagues are beginning to raise the profile of the issue – how low a profile do all these issues have in the hospital at this point in time?  Does nobody know what’s going on or are they just not responding?

Nobody outside of our circle (John, Peter, Helen and I think by then, Brenda but possibly not, yet) knew what was what’s going on.  John and I were continuing to  have regular useless meetings with Buchwald who was very polite but did nothing.  He kept expressing horror and indignation but nothing ever happened. 

So there’s something of a hiatus then during which Gary Brittenham and I were writing the paper and our drafts go back and forth, and we finally submitted it maybe March or April 1998 to the New England Journal of Medicine.  The paper was accepted and I didn’t keep any secret about it being accepted because I wanted the Hospital to know.  By this time Peter Durie and John Dick are very engaged in the fight, as well as a very good friend of ours named Bob Phillips, a basic scientist who then had a senior position at the Canadian Cancer Society. I make a complaint about the Malta abstract to the Dean in the Summer of 97.  A committee met, including an ethicist Patraig Darby and a professor Marty Friedlander who judged that those who had taken our data and published the findings, with Apotex, without our knowledge, should not be sanctioned.  This involved a complaint I had brought to the University about a former fellow Dr. Graham Sher who had begun to take money from Apotex in early 1996, and who was just signing on to a Hem/Onc position at Toronto General hospital for 1997.  Sher had been my research fellow and had been working with me from 1994 to 1995, but once Apotex got to him, he decided he would align himself with Koren and Apotex. the judgment on this was “its no problem, everything’s fine, at U of T, you can take someone’s data and not give them knowledge or permission.   Gary Brittenham really was very upset about this – after all these were also his data too- and much had been financed by NIH.  We actually tried to get some help with the US Office for Research Integrity, and nothing ever happened despite our efforts.  

I remember I called both David Nathan and Bob Phillips very upset when this verdict came in from the Dean (ie that was that it’s ok for people to take your data, with no finding of research misconduct).  Bob wrote a 5 page letter to the hospital saying he’s absolutely shocked and disgusted, saying Olivieri was correct and that this had been, clearly research misconduct.  They write back and say basically get lost off, and they actually reported it in a threatening way to Bob’s senior at the Cancer Society asking her ‘is this your official position?’ She replies, ‘Bob signed his name, not my name’.  So Bob and John and I are always talking about this now when Brenda Gallie finally says ‘why are you guys always talking about this?’  So it was at this time that I dropped off what she claims was “4 boxes of stuff” and she read it all.

Now on the 4th of May 1998 (Have no idea why I remember the date) Peter Durie walks down the hall and ran into Mike Spino (VP of Apotex) in the hall and says ‘Oh Mike I haven’t seen you around lately’, Mike: ‘oh I’m just going to my lab’.  Peter says: but you don’t have a lab here at Sick Kids do you?  He thinks this guy’s company is threatening Nancy, and he gets a lab in a hospital when everybody’s fighting over space.  So Peter writes a letter, 3 pages saying ‘I’m shocked dismayed it’s ridiculous, he’s uttered threats against a senior scientist who can’t get a lab’.  The pressure is in fact leading to disasters.  For instance, one patient’s come in with profound heart failure, gasping for breath, lungs flooded, everything.  It was a patient of mine, who’s had been taking deferiprone and had not been taking his deferoxamine as prescribed but had taken deferiprone against medical advice.  So he comes in, goes straight up the ICU and the transplant cardiologist and I got into a kind of a friendly argument about whether or not she should do a heart biopsy – she didn’t want to, but I pressed her to do it because we needed to see the histology.  And the heart biopsy in this patient who had been on years of deferiprone showed its sheets of fibrosis just as was observed in the hearts of the animals exposed to a deferiprone-like compound.  We also obtained a liver biopsy, which also showed fibrosis at a liver iron concentration of 13 mg/g.  So this patient entered heart failure at a much lower thresholed than was documented in the original studies, which is 15 mg/g .  Gary had not observed (NEJM 1994) a death in a patient with a liver iron concentration under 15 mg/g but clearly there was evidence that the heart was failing possibly for another reason – toxic direct damage (fibrosis) in addition to cardiac iron overload itself .  

The patient was begun on continuous IV deferoxamine 24 hour 7 day a week non-stop - and he slowly improved and got out of danger and he went off the transplant list and he’s was OK.  The family asks – do you think this could be due to deferiprone? and I’m thinking ‘please say the word lawsuit’ but they don’t.  So while these disasters are happening Brenda and the gang are getting up to speed to this.  There’s been no press about the issues.  Then National Public Radio calls me and they say: we’ve heard about this Betty Dong case and about yours.

How much impact did that have on your story?

I think there was a 5-page editorial in JAMA by Drummond Rennie, then associated editor of JAMA, in April 1997 about Dr Betty Dong’s case with Boots Pharmaceuticals.  She was at UCSF.  I called Betty and the first thing she said was ‘oh I never thought this would happen to anybody else.” She’s very nice but tired and harassed at that point.  I was in the middle of asking for more resources for the Sickle program; I had an MRC scientist award and had a right to ask for support (the hospital was taking money from this award in exchange for given me protected time, but the hospital wasn't giving me protected time) I was spending a lot more of my time in clinical work than I should have been, and making up the time in the evenings.  So finally I wrote a letter to Hugh O’Brodovich saying “look I’m taking a 6 month leave of absence if you don’t do something about this.  This is not the way to run a program, people are in danger.”.  Nothing happens for a month but Brenda’s my boss by now, so she wrote a letter saying we’ve gotta do something about this - you are a researcher you can’t be running a program of 500 patients without help.  

But she’s already persona non grata with her immediate boss Victor Blanchette who doesn’t like either her or me at this point.  So Blanchette delivers a letter on May 12th 1998 a day on which I’m in Chicago at a media and medicine conference, saying ‘you’re fired’ – “we accept your resignation”.  I remember going to Michael Baker terribly upset and I showed him the letter, and he says ‘what is Hugh smoking? for God’s sake Nancy you can’t be fired’.  He says ‘I can’t believe it, every time you come in I know it’s gonna be some weird new disaster’.  So on the way to Chicago, I called my lawyer Steve Mason from the airport, and Steve said ‘God it’s terrible, you’re fired, but did you see this letter from Brenda Gallie?’  I said ‘Steve please pay attention to my problem, I don’t have a job”!  Steve: ‘Nancy, I think things are gonna be ok now, you should see this letter from Brenda Gallie’.  The letter from Brenda is a 5 page letter to Strofolino the Hospital CEO, and Buchwald saying ‘you are about to encounter an escalating fire storm that is going to consume Sick Kids if you don’t sit up and pay attention.  You’ve just fired her, this is all coming out in the New England Journal, you’re harbouring a VP of Apotex in your lab at a time when lab space is at a premium, this woman’s been asking for support for a minority programme for so long.”  At the time they ignored Brenda and at some point Buchwald reprimanded her for “putting her personal ideals over institutional loyalty.”  

But by the time I get back from Chicago, a new letter says ‘Dear Dr Olivieri, there’s been a misinterpretation Sincerely your Hugh O’Brodovich . We gag over this.  They withdraw it all, completely, suddenly no I’m new head of the programme.  Then what happens is –

Somewhere in here there was this horrible e-mail sent across Canada on September 1st 1998 about me and how I had taken all this money and not declared it and all this stuff and how I was a lousy scientist and because of the protocol violations Apotex had stopped this.  

In the middle of all this you’re not actually sleeping, but do you get to the point where you’re able to sleep pretty well regardless of what happens or do you still have –

Well I can’t eat anything.  My sleeping isn’t bad, except the nights that these things happen but I really don’t eat.

The truly bizarre end of this for most people is the hate mail angle.  Tell me the whole story.

What happened was, on October 21st 1998 I went with Peter Durie to visit my lawyer and he says ‘Peter will you stay outside for a minute’.  So we look at each other, and I go in and he says ‘have you ever seen this?’ It was a 21 page fax to Michael Valpy of the Global Mail who had written a favourable piece about us by that time.  It was a letter which was full of misspellings and spacing errors and very odd grammar and it said ‘Dr Olivieri has sold you a bill of goods and if you really want the true story you should look at some of these documents’ and the documents included stuff that had been sent by Spino VP of Apotex to the CEO of Sick Kids on August 31st, copied to O’Brodovich, Buchwald and Alan Goldbloom the COO of the Hospital.  It says ‘Dr Olivieri had been accused of financial misconduct’ -- which I had never been -- and all kinds of other things, how she’s a terrible and sloppy researcher and all her trials were riddled with serious protocol violations.  The lawyer showed me this and I assured him ‘it’s ok you can show Peter’ so he shows Peter this and we both looked at each other and said together ‘it’s Koren’, because we knew how he talks really amazing for a guy who claims to write 55 papers a year – he’s really not able to put a sentence together.  

We went back and before the year was out, Peter had received two more anonymous hate mail, one of them called Peter a British version of a hot air balloon – balloon was spelt ‘ballon’ – (we called Peter a ‘ballon’ for ages) and another read ‘you and Nancy think you’re the guardian angles of the whole world’ and we referred to each other as ‘angles’ for a while It was actually pretty ridiculous.  Then, around February Brenda called me said we should get a private investigator so we met one named Danny at her house, and he took the history, tries to go to Koren’s house and look through his blue box and doesn’t get anywhere.  He does find stuff that he’s written and we hire a linguist to analyse the four anonymous letters and compare it to how he writes ordinarily.  The linguist comes up with an almost 100% match, but its all very indirect and can’t be proven.  

In the meantime after a lot of insistence by Peter, Brenda and Helen the hospital has commissioned a report headed by a woman named Barbara Humphrey and she basically takes 7 months to dig around but did absolutely nothing.  In the meantime, Michelle Brill Edwards remembers that she received a letter in the Summer of 1998 from Koren saying ‘oh I’d like you to take a job with me’.   At the time, Michelle has started to help us, and Koren figured that if he could get her on side – she’s the one who always thought of him as a big brother type of thing – it would probably have made all the difference so he wrote this letter to her, handwrote the envelope and he stamped and mails it but fortunately, she saved everything.  

Why?  She just saves everything generally?

Yes, she saved everything; she was the senior physician responsible for drug approvals at Health Canada and was used to saving everything as a federal employee.  The private investigator has found a lot of stuff that looks like Koren wrote and wrote the same thing, practicing before he had typed it out – we can see that they correspond to the same prose that was in his anonymous letter so we’re not 100% sure.  
Then on May 21st 1998 we received another final hate mail, and we took this to the hospital and they said yes, yes we’ll look into it, but they were clearly not interested, even though I think they also knew right away it was Koren.  So, in the end, what happens is Michelle Brill-Edwards called and says ‘I’ve got this, and I think we should compare DNA’, so she tells a very funny story about visiting Koren and going for a coffee with him, trying to see if she could take something with his DNA on it, trying to steal his napkin.  The final hate mail which was sent out to about 25 or 30 people at the hospital, making fun of Brenda, Helen and myself had been licked.  So, we ask Barbara Humphrey who’s the investigator up at the hospital, to get DNA from Koren, he refuses, so they say ‘well we can’t do anything’ and they’re preparing a report which says ‘there’s absolutely no proof of this’ and the chairman of the board of trustees wrote us a note saying ‘don’t you dare do anything that would defame the good name of your colleague’.  So then the DNA on Michelle’s letter, and the DNA on the last hate mail, came back – they are identifcal.  We have a big debate about how to present it, but eventually we show it to the hospital staff, and to which the lawyer actually tried to claim: ‘so what does DNA mean?’, to which we say ‘no sorry, DNA this is the proof’.  

We then went over to tell Detective Bone a really nice guy, he kept a whole file on the Olivieri situation since it had begun so when they walked in he opened the drawer and it was just full of it and he said ‘I know all about you guys, my name’s Detective Bone, easy name for a Dr to remember eh!’ – Bone, he’s a real charmer, very sweet guyat the 22nd precinct in the polic station near the Hospital. He had been a detective who had been helping us on this, because the hospital had taken so long.  So, we went to tell Bone, and he eagerly offered: ‘let me go and talk to Koren’.  he went immediately to Koren’s office.  Now what would you do if a policeman comes to the door and you’d been writing 8 months of hate mail and lying about it in a 7 month $500,000 investigation with a hospital, and you knew what you had done?.  Detective Bone goes up and knocks on the door and says ‘Dr Koren?  It’s Detective Bone from the 22nd Precinct’ and he says ‘oh’, this is the part I can’t believe, and might tell you why the women were susceptible to Koren’s alleged charm – 

Why the women, this is why I went into psychiatry

Koren just looked Detective Bone in the face without apparent upset and said: ‘Detective Bone – fantastic! Nice to meet you! – come on in’, 
Now I and probably most people would have freaked out and said: ‘ok I did it!!! I did it!!!! I’m sorry I’m sorry!’, Anyway koren just looks at Bone and said charmingly– ‘sit down, sit down’, ‘I’ve been hearing a lot of funny stories about you Dr Koren’, said Detective Bone.

 ‘oh Detective Bone, people are just really off at me in the past weeks, you don’t believe that kind of thing’, 
Bone: ‘oh yes I do coz I have the DNA’.  
At this point koren completely collapses to about half his size . if it hadn’t been DNA, the significance f which even Koren now recognized, is that somebody with that kind of confidence can snow anyone.  

A detective showing up in his uniform, obviously sceptical of the guy you know, had no impact.  Its only when the DNA was presented that Koren collapsed, and he starts rummaging in his drawer to find his lawyer’s number, he calls his lawyer, and then all hell breaks loose.  The Board of Trustees starts trying to describe the hate mail as “unwanted letters”  our friend Paul Ranalli responds in the Globe commenting ‘Hate mail isn’t a pizza flyer stuck in the mailbox”.  The press in the hospital do their best to counter the whole affair; they used the same press secretary responsible for Pierre Trudeau’s public relations campaign.  They’re putting pictures of a young Koren in the paper to try and make him look as he’s fresh and nice, hopeful, unlined and young  .  

Then what happens is they suspend him -- with pay --  they held a meeting on January 17th 2000 a day I’m leaving for Sri Lanka.  My bags are packed, all the press is in the board of trustees boardroom at Sick Kids, Koren’s there, he’s brought his wife and he brings his brother from Israel.  He retained a lawyer named Eddie Greenspan, the most prominent criminal lawyer in Canada.  The CMPA have dropped Koren, after the DNA showed that he had been lying to them for 7 months.  [The CMPA had denied us a lot of counsel because they had been pressured by the hospital but they had given Koren free defence these 7 or 8 months while he was saying he hadn’t written the hate mail and it was all ridiculous.  The minute of course he was proven to have done it the CMPA dropped him - that was never in the papers.] 

The hospital kept claiming ‘wDr Koren never took any money from Apotex – none whatsoever’.  So about a month before this our UTFA lawyer Alison HUdgins had found a line item that reported $250,000 “ miscellaneous industry” under Koren’s name and had said to the Dean David Naylor what is this and Naylor kept saying ‘I don’t know’, and kept refusing to  investigate it.  So, at the meeting on January 17th 2000 I said ‘you know, really it strikes me that you guys are into protecting him and why is this, he’s right there with his wife and stupid lawyer and I said ‘you know $250,000 is a lot of money and the hospital didn’t know about that’ and Pritchard says ‘well maybe the hospital knew about it?’ I said ‘no they couldn’t have known about it, because they put an e-mail out on September 1st 1998’.  John Dick who was was sitting beside me said ‘yeah the Hospital claimed Koren took only $3,000 in money from Apotex’ .  Pritchard Replied: ‘but maybe the hospital did know about it’. So it became clear what Pritchard was signalling us was the hospital knew all about Koren, it had always known exactly what was going on. 
The Hospital suspended Koren, he’s still off on pay, he was continuing to write papers the whole time, they announce his discipline on April 13th 2000 that he’s actually got have another 6 weeks off without pay and he’s gonna have to pay $35,000 which was less that 10% of what he actually cost the public in terms of these investigations.  No apologies.  

Two weeks later, the hospital referred me to the Medical Advisory Committee but in the meantime I changed legal counsel and Jeffrey Sack came on the case and says ‘I don’t see any accusations and I can’t defend my client without accusations so can I please have these’.  
That sent the other side into a tizzy because Jeff was very good and he kept saying things like ‘I don’t know, I guess I’ll just have to get a judicial review if I don’t get the inforamtion, so the hospital were really now on edge, and they did had to release a lot of documents which showed that they had a star chamber where people had been interviewed, but not told that they were interviewed about, and I was asked to answer questions that weren’t very direct. Over the next two months I was engaged with Jeff and the Sack Goldblatt Mitchell Lawyers, in responding to the so-called allegations of the Medical Advisory Committee, which were that I allegedly “had failed to tell the patients in time about the toxicity, that I had done liver biopsies that were unnecessarily invasive and not indicated, and that I had known about the toxicity way long I had told the patients.  

Meanwhile in the hospital people are crying about the fact that Koren was found out, because they were so invested in him being the good guy and us being the 

From which we get all the you’re the spurned in love story 

There is an undercurrent of real nervousness though.  Peter papers his door and has a little file where he puts the latest press from Nature Medicine and the Lancet and the New England –

Because in the outside world everything looks like it’s going your way?

Absolutely.  These things empty on a daily basis.  People come along and they take the documents disperse, and Peter refills them when they empty.

Couldn’t Koren just come along and remove it all?  I’ve had handout of data on SSRIs making people suicidal whipped behind my back at meetings

I guess so.  But Peter just kept passing all the documents out. People were very afraid, but they still wanted to know what the hell was going on.

On April 27th 2000, she gets back at 6.15 and on her desk is ‘we are referring Dr Olivieri to the College of Physicians and Surgeons because she’s been so uncooperative in the investigation for the MAC’.  Jeffrey calls Bill Carter the hospital lawyer and says ‘I hope you guys aren’t even thinking about making this public or making a big announcement’ and he said ‘I think it’s too late for that’.  So the next day there’s a teleconference line put into the hospital to talk about Dr Olivieri and her violation of research and patient ethics ad her referral to the CPSO.  A press conference held in the atrium with CEO Strofolino, and the head of the board of trustees; a website putting all the questions and they don’t put my three volumes of answers down.  It’s really one of the worst moments.  And the press comes up to my office, a friend of mine from CTV came up and told me ‘you won’t believe what’s going down there’, I said ‘I’m not going down there’.  

She said ‘I asked Strofolinothat the usual referral to the college stems from a patient complaint – were there patients complaints in this?’  They look at each other and that’s a tough one and they admit  ‘no’.  So then the question was ‘then why did you refer Dr. Olivieri to the College?’  They look at each other again and then head of the Board of Trustees says ‘this is a matter of research ethics’.  And she says ‘I’m not even gonna run this story’, she was so disgusted, but of course the right wing National Post ran it, and it was the essential counterbalance to the disgraced Koren of two weeks before.  My lawyers were furious and I did sue the Chairman of the Board of Trustees for what he did.  And apparently they were very nervous about that law suit because they knew they would lose.  

Koren returned to the hospital in June.  Nothing ever happens again and then I get another anonymous hate mail following my visit to the Health Protection branch in June 99 and to make a long story short Michelle investigated and she matched the DNA to that of a friend of Koren’s Dr Sergio Grinstein, a friend of the Chairman of the Board of Trustees and one of the main planned recipients of bounty in the new building that Apotex was gonna donate.  

And did this ever become public?  

It did in Nature Medicine.  “A second scientist sends Olivieri anonymous hate mail” But this time the new Dean C. David Nayler called (or said he called) Grinstein and “had a private conversation and decided  the matter was settled.”  So there was no investigation.  

But it would be ok to put this in print?

More than ok.  I’m happy to elaborate on several levels.  Sergio Grinstein is someone who has escaped notice on this.  

Sure, it’s easier to be an expert on you when he hasn’t met you

Yes he told John Polanyi a Nobel laureate from Canada who helped us early on our side.  Apparently, he got a call from Grinstein and Polanyi commented ‘you wouldn’t believe the stuff Grinstein said about you’, and I said ‘well I’ve never met him’. Polanyi: ‘No that’s impossible’.  So it must have been at a level of professed intimacy that you know what I mean ‘oh you wouldn’t believe how crabby she is’ and Polanyi couldn’t put together the fact that I’d never met let alone talked to the guy, with the fact that he was getting all this information from this so-called respected scientist.  

Isn’t it intriguing – why do people lie like this?

I don’t know.  I saw a little bit about this in Discovery.  Of all the hundred moments in Discovery that made me mad this is the one that made me the maddest.  The lawyer for Sick Kids says ‘so do you think there was something wrong with the way Friedland investigated the Malta abstracts?’ and I snort and say ‘give me a break!’  He says ‘you don’t think Marti Friedland’s an honest broker?’ and I say ‘He’s so tied to industry I cannot believe it’. He says ‘but he was Dean of the Law School?’  So on record I said something like ‘Yes he was Dean of the Law School –so?!’  He looks very confused and I said ‘what is your problem?  You cannot possibly be confusing position with character?’

I had to take a break’, and outside my lawyer says ‘what’s wrong?’, ‘What’s wrong is people should be put to death if they’re this naive at 50’. If I told this story to my 9 year old niece, she might believe it but she might also say upfront ‘was he getting money?’, I’d say ‘yeah’, ‘well then he is gonna say that isn’t he’, she’d say.  So that’s your answer.  You must have run into people like this.

But lying and knowing they’re lying –

There might be something like a warzone mentality which says that nothing else is important, that dogs dying in the street are not important because people are getting shot and therefore only because I cheat a little bit on research doesn’t mean that I’m killing people and if there’s a suicide bomber in my next door neighbour’s house so what if I lie a bit.   But I have to say I don’t think Koren was as into this 10 years ago. The volume of work he was producing wasn’t the same.  He wasn’t very good at research but not this.  I think after he became associate director of the research institute, he may have been way over his head and yet by shading the truth, nudging off certain things and getting away with it he thought “I can cope.”  I think at some level he’s not competent, he’s not a good doctor and maybe there’s a fear of discovery. 

Would this have been happening if there was no link to Apotex?

If there was no financial reward for doing any of this?  I was thinking about it this morning, and the difficulty with this drug is the fact that it was a pill and the standard treatment as a needle was very tough to take, and the ease made allies of the patient, the drug company and any doctor who says this is a good drug.  It’s not a neutral choice: between a needle every night versus swallowing a pill. Nancy who is expressing doubts about the pill, looks like the Wicked Witch of the West.  I don’t think a lot of this is money for many of these people.  I agree with David Nathan who used to opine that Beatrice Wonke and Victor Hoffbrand aren’t in it for the money, they’ve got the money, they’re rich, but they have this sense of needing to provide a legacy with thalassemia patients and they get a lot of positive feedback from patients saying ‘Dr Wonke you saved my life with deferiprone’ while this in most cases is simply not true.  

But Koren and the others weren’t really close enough to the thalassemia patients for this - so it would only have been my own glory that would have been enhanced.  I do believe that the company was the first seed of all this but once people were entrenched. I saw this the opposite way too.  For example, people I talked to early on when I was less afraid of telling the story, who sort of made a commitment to being positive toward us, never did much more than sign things reluctantly, but they had already made the step into our camp and they never made the step out, even though many of these people really weren’t that convinced of our right.  
Then there was Apotex and Koren saying all these things, and I think lots of people identified with them early on despite the DNA and protocol violations.  See they would have to say ‘oh my god I’ve spent 7 years on the wrong horse and I’ve done everything I could to make sure that woman’s life was miserable and I protected people who were not deserving of the protection they were given.  Imagine saying m ‘I was Joe McCarthy’s press secretary in the 50s’.  Few of these guys were gonna see a lot of money, although Michelle told me that Koren apparently paid his mortgage off in the first or second year of his residency, when everyone is normally struggling.  

So, why are the whistle-blowers female?  Betty Dong, you, Marcia Angel –

They’re not all – if you read ‘Broken Lives and Organisational Power’ by C.Fred Alford Bottom - they aren’t all female, but of course most of the people in heavy science haven’t been female. It’s easier to be a whistle blower if you’re an outsider probably, because you know that’s why The Insider was such a fascinating story – he’d had everything and if he hadn’t given it up he would continue to have everything personal and professional.  But as a woman if I had wanted to join start acting like that and wearing three piece suits and strolling around and giving compliments to men, I could be in Goldbloom’s position in ten years.  So I guess at some point, you choose not to be an insider I think in some ways and maybe more women either don’t have the motivation to do it, or they really think it’s not the way to the top -- which it obviously is.

Organisations often handle these things wrong.  One of the ways to shut someone like you up would have been to make you an insider – put you on all kinds of committees, make you a Chair of this, so you’d just have less time to have hands-on contact, in a sense you’d fade out of the story.  Is it just brains that they handled your case so poorly

Yes you are completely right.  Jon Thompson once commented ‘the only thing we can count on, with no money and no power, is the fact that our enemies will make stupid arrogant mistakes over and over again’.  What I think they could have done to completely neutralise me is to say ‘Oh dear – you’re obviously right -- there is a problem with the drug, you know what – we’re gonna go back and do that – would you continue with these.  If I had been cooperative and they had tried to co-opt me things would have been different.  It’s probably related to the fact that Mike Spino really isn’t that smart and you know I don’t know if the those in the administration of the hospital and the University at that time was that time.  

I mean this is an example of it, there had been a large meeting on August 12th 1998 with the hospital staff, the day before our paper is about to be published in NEJM.  The auditorium is filled most MDs are there.  Buchwald begins by commenting he had taken every step to defend my academic freedom and protect me from Apotex. 
I put up my hand and said ‘sorry, could you just tell me how exactly you defended my position and protected me from Apotex?’.  Instead of saying ‘no Nancy, we know all about that and we don’t want these fine people to be bored with two hours of details – but you know and I know, and I’m very much behind it’, would have settled it, he turns to Mike Strofolino and asked ‘um how did we do that Mike?’  So people are sitting there, and in fact during that meeting, somebody put up their hand and said ‘I came here neutral, but after being here for a few minutes, I am appalled and shocked at what I actually see here’.  
You would have thought they would have gotten together on August 11th and said ‘look we’re in a bit of a bind here, that paper’s coming out in two days and let’s pretend she’s the greatest thing since sliced bread and we love Brenda and Peter’s our best buddy and put Helen in the front row – no – first question – can’t answer – it was a complete lie and he had no backup.  
Don’t you plan a little ahead when you plan to be devious?  

Anyway, I think we had one advantage we were telling the truth and they weren’t so they’re not sure where to go, I see this with the discovery.  The other thing is on August 13th , Arnie Aberman took Brenda and me to dinner and he said ‘don’t you think this is all gonna blow over in three weeks?’ and I think that was what they all thought, that we would fade out.  

You’re back in February 98

In June 98 the hospital reluctantly declined a big donation from Apotex.  There’s correspondence going back and forth with Sick Kids saying ‘we can’t possibly take this money because we need to clear Apotex’s name before we take this money’.  The University is making negotiations with the CEO to take $32 million which will be matched twice to a total of $90 million.  And then in August, the paper comes out and by this time everybody’s kind of worried because Apotex keeps writing and saying ‘we understand there’s a paper, send it to us, you’ll be sued if you say anything more, so my lawyers write back and say sorry it’s now the copyright of the New England Journal of Medicine, you can sue them if you want.  So, then the paper comes out but not before the hospital holds this sort of meeting with all the scientific staff who are asking what happened with all this and that’s when I told you that story this morning and it’s clear the hospital’s going to circle the wagons so the paper comes out, and it’s editorialised.

Now, the New England Journal of Medicine, at this stage have they checked you out?  Or are they going on David Nathan’s say-so or – what?

Well the paper had been recommended by two reviewers, I don’t know who they were, and a statistician, and been accepted back March or April.  Did they receive calls from Apotex? I don’t know that for sure.  Apotex did sue CBS 60 minutes although they withdrew so it’s quite possible that they would have sued the New England Journal.  But I don’t think they would have because that would have been such big news – Apotex suing the New England Journal of Medicine.

But you do at this point or fairly soon afterwards get the New England Journal of Medicine on side, they come out as being –

No not at all.  Marcia Angell was probably before this on my side, but she in fact and I don’t meet until December 2001 at The American Society of Haematology, where she has a one hour debate with Dr Tom Stossel, a very right wing former president of the ASH who he stands up and says ‘I’m a Doctor and I can’t be bought for money and I can’t believe these people think conflicts of interest are a problem’.  
He shows this cartoon of some big bad drug company, says ‘this is what you think of CEOs of drug companies? I don’t’.  David Nathan steps up to the podium and says ‘Tom, I just love that picture of the CEO of Apotex’ and John Dick looks at me and we both thought ‘he’s gonna get sued’.  

But anyway, what happens is Marcia Angell then says ‘well you all know about the Nancy Olivieri affair’ and she starts talking about it and what happened and then she talks about inappropriate industry influence on scientists and how people self-abridge and self-censor and then Tom Stossel gets up attacks her ; then she gets up and gives a rebuttal to him and it goes back and forth.  Later John and I go to meet Marcia Angell and I see Mike Spino, the VP of Apotex, come up to her.  He starts talking to her but I can’t hear them.  He’s gesturing and she‘s looking friendly and then he starts getting very agitated and gesturing with his hands and she drops her briefcase, puts her hands on her hips and looks like ‘don’t give me this business Mr Spino’.  In the end, she picks up her briefcase and walks off and walks over to me and says ‘well, if you’ve been dealing with that for 5½ years, my hat goes off to you’. I said ‘Did he threaten to sue you?’  She says ‘of course he threatened to sue me’.  She was pretty mad.  The really funny thing is that she says he says ‘the only reason that that paper ever got in the New England Journal was because of David Nathan’ and Marcia Angel says ‘David Nathan has no influence on me so don’t bother going that route with me’.  So I’ve had more papers turned down in the New England than accepted.  And the editorial with the paper simply repeated the criticisms that Gary and I had already made in the body of the paper … small sample size etc.

How come you’ve had such support from Nature Medicine?

I don’t know actually. And we haven’t had anything in it since 2000, maybe, so I don’t know - maybe she got threatened.

At the end of 1998, paper coming out, did that kind of –

So no, August 13th it comes out with a critical (of us) the editorial.  The hospital and the University make a really big deal about the fact that the editorial pointed to the pitfalls of the study which is not unusual, but they were grasping at straws.  CTV which was the local station had taken a very strong stand for academic freedom and patient protection and produced a long story on the evening of August 12th, while CBC went immediately with the other side. CBC initiated an attack on August 13th in which Spino and I have a debate on TV, which escalates to a huge fight and the moderator is lost completely.  The next two months were a complete blur of press.  Press  calling up, investigating the hospital, the hospital telling me ‘tell Michael Valpy not to write this story’ my lawyer Clay Ruby writing back saying ‘I don’t think Dr Olivieri has influence in the Globe and Mail but nice try’ Finally, they issue a gag order to all of us –

Can they?

No, of course the gag order had eventually to be withdrawn.  Three weeks later in early September 1998 The hospital administration appointed Arnold Naimark former president of the University of Manitoba who was a recipient of Apotex funding and sat with the Hospital Board of Trustees on the board of the Canadian Imperial Bank of Commerce so Naimark is now now called upon to investigate his colleagues for “what they didn’t do.”  There was a huge protest against Naimark and this became the focus of yet another heated debate.  There were large staff meetings on whether Naimark should be allowed to go ahead.  Ultimately, the head of the MRC at that time. Dr Henry Friesen comes in and says ‘ok we should appoint two other people’, -- about 10 or 12 days before the Naimark was supposed to report.  The Hospital admin then appointed two other people Fred Lowy and Bartha Knoppers.  i was at American Society of Bioethics that week, and I told Dan Wickler and Dan Brock that they appointed Bartha Knoppers, they burst out laughing and say ‘Oh boy, Nancy you’re really in trouble’.  Knoppers was “Arnold Naimark in female form”.  So, not surprisingly, on December 9th 1998, a press conference and Arnold Naimark announced that ‘the hospital did everything right and Olivieri didn’t tell the patients about the toxicity on time.  But the toxicity doesn’t exist anyway  But she was wrongi  not notifying them’.  

So we have a press conference saying this is nonsense and Naimark is a payee of Apotex and it’s really a horrible fight.  The Hsopital circulates the Naimark report and Helen goes through it and sees that half the stuff he relies on are so called public documents.  She goes to the library to get these public documents, they’re not there, so she says to the librarian ‘where are these documents?’, the librarian says ‘oh, you’re right, they should be here’.  So they ask the hospital for these documents, ‘private’, ‘sorry but they were they relied upon in a public report Naimark report’ – ‘Yes but they’re private’.  

The Naimark report was issued December 9th.  We have planned a fundraiser at Mark’s house for December 16th, but what I didn’t know was that the afternoon of December 16th the Sick Kids combined chiefs are meeting and they decided to fire me with a vote, 13 of them around a table.  One of – Zlotkin – who was the chairman of the IRB at the beginning of all this says ‘I don’t wanna vote for Nancy’s firing”.  Everybody else including Koren votes for me to be fired.  But I don’t know this because what we think happened then was they take the firing to their lawyers and the lawyers says ‘you don’t have any reason to fire her so you’re sort of on illegal ground here’.  So they keep this quiet and then after Christmas there was a press conference held by my lawyer Clayton Ruby who says basically that 90% of the sickle cell parents are single parent families of black children and they aren’t getting the funiding of white clinics, essentially.  It was true. But The hospital went crazy, says that I’ve planted this – I wasn’t even at the press conference.  

Then what happens is that on January 6th 1999 I get a call to a meeting with the head of the paediatrics and Strofolino and Goldbloom and my division chief Blanchette and they say basically ‘you’re fired’ and here are the 9 reasons.  One of the 9 reasons was I don’t speak to nurses very nicely.  On January 6th they say ‘you’re out, you’re no longer head of the program and here’s a gag order for you and for Helen, Peter, Brenda and John as well’.  So we go back to my office, and we don’t know what to do.  I call everybody and they are very helpful. I call Elliott Vichinsky in California, he says ‘why don’t you get a review of your program together and that way you can at least have something on paper’, so I called David Nathan and David Weatherall and they said they would come, and they plan to come on January 24th.  In the meantime, Paul Ranalli organised the patients to meet to understand that I’ve been kicked out and they’re all up in arms as well.  There’s a lot of University student press about how Olivieri gets fired and it’s a big scandal probably the stupidest thing they did as it became so public. 
Then what happens is the visitors come, they’re unwelcomed by the Dean and the President because the faculty association emphasized to Prichard that I was NOT crazy, and we’re not backing down, so Pritchard started to realise that there’s a huge problem.  

So in the meantime my colleagues have gag orders and I have this non-job and the next day my division chief calls me back in and says ‘you’ll be covering the haemoglobinopathy service’ and I said ‘wait a minute, I’m not in charge of the haemoglobinopathy service – you fired me’, he said ‘yes, but we need you to cover because we have no one else who can assure patient safety’, I said ‘you know what I’m actually getting the idea Victor that you’re not competent to follow the haemoglobinopathy patients and therefore you wanna give me all the accountability but none of the responsibility and I don’t really think I’m gonna do that’.  Then he says ‘if there’s an emergency with the haemoglobinopathy patient what would you do?’ I realise this is the legal trick question, I said ‘if there’s an emergency you can count on me to be there and help you.” I knew that basically they had been told ‘try to get her to say she can’t care about the patients no matter what’, but I really also think many of them couldn’t diagnose Sickle Cell disease out of a paper bag.  Anyway, in a way it was very amusing “ ok you’re no longer in charge but could you please stay in charge even though you don’t have the title because we need your expertise.”
This is preceding all the hate mail, so Koren’s still on the A team and we’re still getting harassed every day, and it’s a terrible time, and Naymark of course is just fresh in the minds of everybody so everybody thinks I did wrong but there’s been an official rebuttal to Naymark coz I said of course I DID tell the patients and I did have a meeting with them on February 4th 1997.  Unfortunately they couldn’t do anything about that because the records show that the room had been booked and the patients had been there and the social workers had been there– there was just no way of getting out of that one.  Unfortunately Naymark had not taken the proper history and was really not very well-informed

Did he ever talk to you?

He made an overture in writing about September 98 ‘I understand you have material evidence that you are withholding’, I wrote back and said ‘Dr Naimark, given your conflicts of interest, sorry. I think on balance it was a good decision not to participate in the Naimark review although we had a lot of struggles. Arthur Schafer who was also from the same university as Arnold Namark took pictures of the Apotex plaques around his office.

Anyway in January 99 John Porter from UCH London and Allan Schecter from the NIH came to review my clincial program and David Nathan and David Weatherall came to support us, with the Dean who’s still Aberman and the President who’s still Pritchard.  There’s this three day meeting with Pritchard and these people, we sit in one room with our lawyers and the faculty associations and their lawyers and they sit down the hall.  Basically David Weatherall handles the whole thing and around the hour of midnight or 1 am he gets an agreement and the main one was that in the unlikely event that Apotex sues me and is successful then I’m indemnified by the Sick Kids.  Now why is this important?  Coz I keep telling you about discovery right and so far discovery has cost about $1 million on this one case alone but because Apotex counter-claimed on that case and because my lawyer affirms that the cost of it is about 80% Apotex’s, every day Mike Spino and Barry Sherman wind down the clock and think they’re wasting my money Sick Kids is paying.  So they now owe about $450,000 to the lawyers and they keep trying to stall and not pay for it. I owe about $70,000, so I’m broke but I couldn’t do this unless that clause had been in place.  

Now there was a lot of feeling amongst us and others that maybe we had given up - all I’d gotten was my job back and none of the basics had been corrected.  But four years later, I think that was a very important point because people were shocked, the hospital again had a lot of people calling in saying ‘you told us this was all nuts and then they settle with her and give her all her legal bills to date and she’s back on top and how can this be?” I think it was the moment of truth for a lot of people.  

But anyway things at this point were supposed to have been sorted and I go to Sri Lanka the next week.  From Heathrow, I call Peter and he says ‘everything’s a bit of a problem here.  Your e-mails have been turned off, your phone’s been cut, and your nurses have been told that you’re no longer there and your fellows have been told they have to change their bellboys and their bellboys are dead and nobody can get hold of them and Brenda’s brought the dean over and shown them that they’re trying to kick you out of this office and the dean ‘s comment was ‘this office is the size of my car”.  And the dean says ‘they’re trying to get her out of this place?’, and Brenda says ‘yeah, pretty spacious eh’, Aberman reinstates the bellboys and the phones and by now he’s thinking the hospital’s a little bit over the top.  Aberman’s starting to say things to Bob Phillips like ‘I wish I had released the real story and you and Michael Baker tried to tell me but I didn’t listen, and the one thing I regret about my whole deanship is the way I handled the Olivieri affair but you know a little too late.”  

Then the European Court Case starts.  This really dominates my attention for the next few months because we learn that Sherman is making an application to have the drug licensed in Europe and now that we see all the documents from Europe it was clear that they were hoping for a first line indication.  Sherman got a second line restricted indication and re-spun it to say that’s all I want, that is not the case when you look at the documents.  It was very important that we applied and challenged that and we spent a lot of time on this.

Also as a result of the Naimark report they’d referred me to the Medical Advisory Committee which I sort of skipped ahead and told you a little bit about today, but at the beginning of 2000 I was referred and there were interviews we didn’t know about with Hugh and with people in my programme, defaming and making false statements about me and that led eventually to the referral to the college, which has all been rebutted as of the end of 2001.  The college said not only did she act well but she acted commendably under very difficult circumstances.  Dean Naylor was forced to withdraw all the accusations of research and professional misconduct against me.  

Two months before that the Thompson report  (the Olivieri report Lorimer Press 2001) had come out and apparently Naimark went over the top and ethicists from all over wrote Naimark and said ‘you said if you had information that would have materially changed your opinion you were going to revise your report’, he wrote back and said ‘this is totally unnecessary I don’t need to be reminded of this’.  
So he revised his report and on December 18th he releases it publicly, but it has all kinds of even more crazy accusations against me, and says we’ll see with the College report.  Anyway the next day the College Report came out full of statements which essentially confirmed: ‘Olivieri’s acquitted and this was wrong in the Naimark report.  Sick Kids immediately take the Naimark rebuttal off the website but then Thompson Baird and Downey rebutt the Naimark rebuttal officially and the new addition of that I have with me, it’s called new documents, the book has a great big star on the front, and it basically says ‘Naimark says this but here’s the proof against it’ 

Anyway the point of telling you this is that this was 2001 so fully 3 years after Naimark report screwed me in the press and everything goes our way he’s still mad, he still wants to say she did wrong, and it’s only the college that eventually shuts him up.  

I’m also making applications to the European Court at this point.  1999 was also the Summer that Sick Kids Humphrey was investigating Dr Koren.  So, I’m being investigated for the MAC, he’s being investigated for the hate mail, I’m at the European Court, I’m making overtures to the Health Protection branch to try and get them to consider the problems with the drug and Europe is trying to put me off. The European Court documents are really interesting, and they show that we called the European agency about 3 or 4 times a week during that period trying to get – there was one letter saying ‘I’m going to be in London, I’ll come and see you, here’s what I wanna show you’ – they basically said ‘piss off, we’re not gonna see you’.  In fact you’ll see in the European Court documents it says ‘those with Olivieri’s accounts made contact on May 1st, 3rd, 7th, 10th, 13th, 18th  – you know that kind of thing, it was really very fruitless though because eventually they said basically piss off which led us to having to sue the CPMP. 

Then 2000 comes, I’m referred to the College of Physicians and Surgeons in April, ,  this was  really bad – in June I get called by Michael Mitchell who’s then my lawyer and says ‘you’re not gonna like this are you sitting down?’, I said ‘what?’, ‘well apparently, the Ontario hospital association’s 95 core members met today and the lawyer for the Ontario hospital association is also the lawyer for Sick Kids hospital – Bill Carter – who distributed 99 copies of what he thought was something else but it was 99 copies of the board’s plan to fire you.   It basically had 22 points including personality makeover.”  They were apologetic but we took this on and I won. 

So the personality makeover was?

It was a recommendation from the board and the lawyers for the board of trustees of the hospital to how the board was going to then present this.  They were still obviously very pissed off at their public defeat, pissed off at Koren’s public disgrace, pissed off at the fact that the College was going nowhere that the college might take 18 months (while in fact it took more than 18 months) to reach a good verdict that was NOT in their faviour.  So they felt exposed, things weren’t going their way, and in the middle of all this there was a horrific death at Sick Kids of a kid from morphine overdose, there was a lot of subterfuge with the nurses eventually published as “No Moral Conscience” by Sharon Shore, the child’s mother.  There was a public inquest and it returned a verdict of HOMICIDE.  And then a child with sickle cell disease Sanchia Bulgin died which I’ve been predicting for ages would happen as the sickle cell programme had been severely  cut back and there’s no resources.  Nobody sees the kid pre-op and doesn’t recognise that the haemoglobin is 4 so that by the time she has a big cardiac arrest and dies her haemoglobin is 2 and so I try to get standing at the inquest, the hospital prevents me from doing that but I go to the entire inquest.  The sickle cell association gets standing and they get a lawyer and I advise them, this occupied about 200% of my time.  

All the while the Thompson report was ongoing and we were meeting with Thompson Baird and Downey and discussing – and the grievance review panel was putting together their application to bring all these grievances, I think it’s a total of 104 grievances between the 5 of us, to the university tribunal.  The hospital moved to block those documents and somewhere in the Summer of 2000 where the hospital had said these documents were private property the university tribunal said “oh no they’re not.”  That sent the hospital into a bit of a spin.  But that made them explain why that document was being circulated to try and get rid of me.  In the meantime Sherman gets licensing of the drug, and that’s announced as a big triumph although really when you look at the documents it’s clear that they were going for a first line indication, there was no question that they had to do some damage control and that they also had some bad press.  You know it’s hard to find good press people when you’re lying all the time.  Then we make a formal application to challenge that or maybe we already had, I can’t remember.  We’re very occupied with the European Court Case at that time and making briefs of about 93 pages each, very often and returning documents and at that time Laura my wonderful assistan  comes into my life and is hired and things begin to get a bit better in terms of she realises that the place is in boxes, my entire office for the last 5 years has lived in red boxes unmarked, so she basically takes over
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