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damage, with the result that the defect and the causal link may reasonably be 
considered to be established.” 

It is clear from this decision that any interpretation of a domestic statute which would 
operate in a way that obviated the necessity for a claimant to prove the defect, or the 
causal link between defect and damage, would be as much contrary to the objectives 
of the Directive  as a provision  that had the practical effect of widening the limited 
defences available to a producer under Article 7. 

2.2 THE MEANING OF “DEFECT” 

81. Section 2(1) of the Act provides that: 

“where any damage is caused wholly or partly by a defect in a product, every person 
to whom subsection (2) below applies shall be liable for the damage.” 

Article 1 of the Directive provides that “the producer shall be liable for damage 
caused by a defect in his product” and Article 4 states that “the injured person shall 
be required to prove the damage, the defect and the causal relationship between 
defect and damage”. It is therefore clear that, consistently with the Directive, the Act 
creates a liability without fault, and that all that the claimant needs to prove is (1) that 
there was a defect in the product in question and (2) that the defect caused him to 
suffer damage. The nature of the liability imposed is unique to the Act, based on the 
definition of defect. 

82. Section 3 of the Act defines “defect” as follows: 

(1) Subject to the following provisions of this section, there is a defect in a product for 
the purposes of this Part if the safety of the product is not such as persons 
generally are entitled to expect; and for those purposes “safety”, in relation to a 
product, shall include safety with respect to products comprised in that product 
and safety in the context of risk of damage to property, as well as in the context of 
risks of death or personal injury. 

(2) In determining for the purposes of subsection (1) above what persons generally 
are entitled to expect in relation to a product all circumstances shall be taken into 
account, including – 

(a) the manner in which, and purposes for which, the product has 
been marketed, its get up, the use of any mark in relation to the 
product and any instructions for, or warnings with respect to, 
doing or refraining from doing anything with or in relation to 
the product; 

(b) what might reasonably be expected to be done with or in 
relation to the product; and 

(c) the time when the product was supplied by its producer to 
another; 
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363. The comparison of the data relating to the cohort of patients who were the subject of 
the tables in the SHAR 2000 report with the data relating to the 1992 cohort of similar 
patients in the SHAR 2002 report indicates that the surgical techniques used prior to 
1992 had no significant impact on the reliability of that earlier data, which appear to 
me to be robust and reliable. 

364. A CRR of 13.98% was also self-evidently better than the 15% at 10 years CRR that 
Ms Smith and Professor MacGregor accepted as the across the board figure 
extrapolated from the 2002 SHAR report, which unlike its predecessor did include 
head/liner exchanges in the definition of “revision,” and was not confined to revision 
for aseptic loosening. To that extent the SHAR 2002 data is more directly comparable 
with the data in the NJR. Although a CRR of 13.98% is almost double the 7.2% CRR 
in the SHAR 2002 report for the most recent period of 10 years recorded in that report 
for all diagnoses, all revision types, and all means of implant, (i.e. 1992-2002) that is 
hardly surprising, given that over 90% of the patients contributing to that data were 
elderly and received a cemented prosthesis. 

365. For those patients with uncemented implants who were revised for osteoarthritis and 
aseptic loosening during that period, the CRR in the 2002 SHAR report are quite 
similar (in the region of 13%) but that is not a like-for like comparison, because the 
NJR figure for the Ultamet relates to revisions for all causes, and if a notional 1%-2% 
upwards adjustment is made to the SHAR rates for uncemented implants to take 
account of other conditions and causes of revision, consistently with Mr Whitwell’s 
evidence, the Ultamet rates would be better. The figure of 13.98% was far better than 
the recorded CRR for all patients with uncemented implants in SHAR 2002, which 
was more than 20%, but those figures are much less reliable, for reasons I have 
already explained. However, when one takes out the data that appears to be distorting 
the SHAR statistics, 13.98% is not materially different from the CRR for patients with 
osteolysis revised for aseptic loosening in that report if one adjusted them by a 
notional 1%-2% to more accurately reflect the likely CRR for all uncemented 
implants.  

366. Tellingly, the figure of 13.98% is also comparable with or better than the figures for 
all groups of patients aged 59 or younger in the SHAR 2002 report, irrespective of 
whether the implant was cemented or uncemented. 

367. The comparative exercise based on the SHAR 2000 and 2002 reports suggests that, to 
the extent that at the end of the 1990s designers, manufacturers and surgeons were 
trying to find a prosthesis that performed better than the existing MoP prostheses 
fitted in younger and more active patients, DePuy were at the very least going in the 
right direction with the Pinnacle Ultamet prosthesis, even though the comparison is 
only being made over the first 10 years of the life of the implant, and the real aim of 
introducing the alternative articulations was to tackle the “cliff-edge” phenomenon of 
failure after that period. 

368. The comparison with the data in SHAR 2000 and 2002 indicates that the Ultamet  
performed at least as well as, and probably better than, the comparator prosthesis 
would have done or was expected to have done over the first 10 years. That is the only 
data that would have been available for comparative purposes and informed actual 
expectations of short-term survivorship at the time when the Pinnacle Ultamet came 



  

  

  

  

  

  



  

  

  

  



  

  

  

  

  

  



  

  

  

  



  

  

  

  

  



  

  

  

  

  

http:3.97%-4.39


  

  

  

  

  

http:3.97%-4.39


  

  

  

  

  

http:3.92%-5.42
http:13.18%-14.83


  

  

  

  



  

  

  

  



  

 

  

  



  

  

  

  



  

  

  

  

  

http:2.17%-3.63
http:3.33%-4.60
http:3.92%-5.42


  

  

  

  



  

  

  

  

  

http:4.87%-5.66


  

  

  

  

  



  

  

  

  

  



  

  

  

  

  

http:11.81%-14.17


  

  

  

  

  

  

  

  



  

  

  

  



  

  

  

  

  



  

  

  

  

  



  

  

  

  

  



 
 

 

 

   
 

  
  

 
 

 

  

 
  

     
   

 
 
 

   

   
   

 

 
  

  

 

 
   

 

   
 

 
  

  

    

THE HONOURABLE MRS JUSTICE ANDREWS DBE The Pinnacle Metal on Metal Hips Group Litigation 
Approved Judgment 

473. There is no need for me to repeat each criticism made by the claimants and the 
answers to it given by DePuy. DePuy’s detailed response to these criticisms appears 
in Appendix C to their closing written submissions, which sets out the evidence of 
their experts, Professor Fisher and Professor Hutchings, on which they rely. I accept 
those submissions in their entirety; DePuy had far the better of the arguments on the 
engineering issues, and the advantage of being supported by two impressive experts 
who were plainly doing their best to help the Court, irrespective of whether their 
evidence was helpful or unhelpful to DePuy. In any areas of dispute on these topics, I 
unhesitatingly prefer the evidence of Professor Fisher and Professor Hutchings to that 
of the claimants’ experts. 

474. The claimants’ criticisms were largely propounded by Professor Gill, who had been 
asked in his instructions to concentrate on features that potentially increased the risk 
of metal wear, because those were the circumstances on which his clients relied. 
Whilst he cannot be criticised for doing what he was instructed to do, the outcome 
was a report that was far less balanced than those of the defence engineering experts.  

475. Professor Gill’s evidence generally failed to make any allowance for the fact that in 
every product, an improvement in one aspect of the design may give rise to a negative 
feature in another aspect, but when evaluating performance and safety, all the various 
features must be taken into consideration, because taken in the round, the positive 
features may well outweigh the negatives or vice versa, or they may balance each 
other out. The question whether a theoretically elevated risk of wear in a specific area 
or component makes any material difference to the potential of the product to shed 
more metal debris, let alone impacts on its overall safety, must be a matter of fact and 
degree. 

476. In this case, it was agreed by all the engineering experts that 36mm femoral heads 
generally (not just within the Pinnacle system) had a number of positive features. 
They increase a patient’s range of motion (though the precise range will be influenced 
by product, patient and surgical factors) and they reduce the risk of dislocation. 
Subject to the same variable factors, they may reduce the risk of impingement. They 
also improve lubrication and produce less wear under in vitro conditions for MoM 
articulations (though not for MoP). A larger head typically results in a mild increase 
in frictional torque around the centre of the head for MoM prostheses, but this is 
offset by the improvement in lubrication. Decreasing clearances also result in 
improved lubrication. Professor Gill did not embark on any evaluation of the interplay 
between these features. 

477. I found Professor Gill’s evidence unsatisfactory. There were various respects in which 
his evidence turned out to be unsupported by the documents that he cited, and he was 
either forced to make concessions when he was challenged about them or made 
excuses that turned out to be unjustifiable.  

478. To give but one example, he gave evidence that the ISO standard recommended the 
use of RpK as a measure of surface roughness, when in fact the ISO standard only 
mentions it as one possible measure and defines how it is to be calculated. It makes no 
recommendations as to when it should be used. When this was put to him in cross-
examination, he suggested that the standard was out of date and that  he had been  
relying on a more recent version, but that turned out to be untrue, as he was looking at 
the most up to date standard. In fact, at the time these hip prostheses were made, and 
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489. All the components of the Pinnacle system met all relevant UK and European safety 
standards. However, there were no specific safety standards addressing what would be 
regarded as an acceptable rate of failure within 10 years, or the incidence of failure for 
osteolysis or soft tissue damage. The achievement of regulatory approval, whilst a 
positive factor, is therefore of limited assistance in the overall evaluation of the 
entitled expectation of safety in this case. 

490. A producer of a new hip prosthesis would expect a learned intermediary to inform 
himself of any risks contained in the IFUs and technical monographs pertaining to 
that product and to give the patient sufficient information about them to obtain 
informed consent to the operation. If, in an individual case, the surgeon did not inform 
himself of the risks or discuss the risks with a patient, his failure to do so cannot have 
an adverse impact on the assessment of the objective safety of the product. 

491. The received wisdom in 2002 was that a hip implant might be expected to last 10-15 
years; that is what patients were told. However, there was also a risk that some might 
fail sooner; that was not quantified to patients. When the Ultamet was introduced, 
patients receiving it were told that they could expect their hip to last much longer than 
a conventional MoP prosthesis, because that is what the producers and the 
orthopaedic surgeons reasonably believed, based on the in vitro studies. 

492. Based on the SHAR data reported in 2000, NICE had set a performance benchmark 
for the best protheses of a 10% failure rate over the first 10 years, which remained 
unchanged until 2014. That benchmark does not reflect the reported higher rates of 
failure over that period of uncemented prostheses, or of hips implanted in the types of 
patient who were more likely to receive the Ultamet. It cannot be established that the 
product in this case would have failed to meet the benchmark, given the unreliability 
of the NJR data as a basis for assessing its likely failure rates, but even if it did, the 
difference was unlikely to have been statistically significant. 

493. Whilst actual expectations do not necessarily correlate with what the public was 
entitled to expect, I consider that when all the relevant circumstances are taken into 
account, there is no justification for setting the bar higher than the actual expectations 
regarding short-term survivorship of existing prostheses which informed the 
behaviour of the orthopaedic community, prosthesis designers and manufacturers and 
regulators alike, and conditioned the advice that would have been given to patients in 
2002, even if it transpired that everyone was mistaken and the 10-year CRR of a 
comparator prosthesis that would have been implanted in 2002 were in fact far better 
than the SHAR 2000 and 2002 reports suggested. I make it clear that I do not accept 
that that premise has been established on the evidence. 

494. In my judgment, the public was entitled to expect that the 36mm Pinnacle MoM 
prosthesis, irrespective of the stem used, would not have a much greater risk of failure 
in the first 10 years after implantation than the expected failure rate over that period 
for the product it was designed to improve upon, namely, an uncemented metal on 
conventional plastic prosthesis. At that time, the expected failure rate of such a 
comparator was, on a conservative basis, around 15%.  

495. However, even if the correct comparison for the purpose of evaluating safety is with 
the actual performance of a comparator, and if the data for the period from 1994-2004 
in the 2014 SHAR report were to be regarded as more reliable indicators of the 
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520. Mr Haley very fairly accepted in cross-examination that his condition by April 2013 
was similar to that following primary surgery. A review by Mr Webb at that time 
records that he had no pain other than the odd twinge now and again.  He was walking 
without sticks and compensating for his lack of left hip abductors. Notes taken by a 
cardiologist in July 2013 record that he was able to play golf and walk some 2-3 miles 
without too much trouble. He had a PCI stenting procedure that month and was 
prescribed statins thereafter, which his GP records identify as the likely cause of a 
period of pain and reduced mobility he suffered in the Autumn of that year. 

521. Mr Haley accepted that he had suffered from a range of problems other than with his 
left hip that had had a significant impact on his function. Chief among these were the 
degenerative changes to his lumbar spine and osteoarthritis in his right hip. The expert 
orthopaedic surgeons in his case, Mr Kim and Professor Kay, agreed that the 
degenerative changes in his right hip are likely to play a role in his ongoing hip pain 
and ongoing mobility. Contemporaneous medical records bear this out. In November 
2014 Mr Webb noted that he now had a Trendelenburg gait but was compensating for 
it fairly well. His left foot drop will impact on his mobility and it is likely that any 
residual weakness is secondary to the foot drop. 

522. I accept Mr Kim’s evidence that Mr Haley’s reported deteriorating function and 
residual musculoskeletal symptoms are more likely to be secondary to referred pain 
from his lumbar spine and the osteoarthritis of his right hip than anything to do with 
his left hip or the revision surgery. He had spinal decompression surgery in May 
2015 and a right total hip replacement on 3 January 2017, from which he appears to 
have made a good recovery. After the latter operation he had a fall, since when he has 
experienced intermittent pain in his right knee. 

523. Mr Haley still has an altered gait, partly in consequence of the muscle damage caused 
by the pseudotumour, and partly as a result of the left foot drop which is related to the 
degenerative problem in his lower back. He has made a good recovery from the 
revision surgery, and most of the problems he has experienced since then are 
attributable to his co-morbidities. The facts of his case do not support the claimants’ 
pleaded case that the outcome from revision procedures following pseudotumour 
formation is poor. 

5.2 DIANE EMERY 

524. Mrs Emery was born on 22 March 1946. She had a right total hip arthroplasty using a 
Pinnacle MoM prosthesis on 20 May 2009, when she was 63. This was revised on 15 
August 2012. The head and liner were exchanged for a ceramic head and a 
polyethylene liner; the cup and stem remained in place. DePuy accepts that Mrs 
Emery had ARMD which caused her to have the revision. Like Mr Haley, her 
histopathology results were typical of someone with significant ALVAL After a  
period when all seemed to be going well, she started to develop symptoms which got 
steadily worse in the period leading up to the revision surgery. 

525. Mrs Emery suffers from a number of co-morbidities besides osteoarthritis, including, 
in particular,  problems  with her chest and respiratory problems  due to pulmonary 
disease. She also has long-standing problems with her back. She retired from her job 
as a nurse at the age of 40. She experienced a great deal of pain in her left knee for 
several years before she started to feel pain in her right hip in around mid-2005. In 
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557. Four months later, on examining the revised knee, Mr Davidson reported Mrs Blake 
as pain free and very pleased with the results, but she had been getting some left sided 
thigh pain and knee pain. He suspected some of the pain was coming from her hip, as 
the knee was normal on examination. The hip replacement looked satisfactory on X-
ray and Mr Davidson suspected that once she had a shoe raise, some of her symptoms 
might improve. The X-ray results indicated that there was no evidence of loosening or 
dislocation and both hips were satisfactorily aligned. Minor degenerative changes 
were noted in the left knee. 

558. The first mention in Mrs Blake’s medical records of any specific problem with the 
revised left hip is in a letter to her GP on 3 February 2009 from Mr Dunlop, the 
consultant who took over many of Mr Miller’s patients when Mr Miller retired. Mr 
Dunlop gave evidence at trial. He was a frank, straightforward witness. Mrs Blake 
told him that she felt continuing and worsening pain deep in the joint and, if anything, 
posterior which he commented “seems to have crept up on her insidiously over the 
years since she had the initial procedure performed.”  She also  told him  that there  
were no wound problems around the time of the surgery and “initially the surgery was 
a success”. In his oral evidence, Mr Dunlop interpreted his note as meaning that the 
pain had been gradually building up over some time, though not necessarily going all 
the way back to the primary surgery. 

559.  Mrs Blake’s medical records contain one later entry in which reference is made to a 
long-term problem: in October 2014 she is recorded as having told another 
orthopaedic surgeon, Mr Middleton, that “unfortunately the left hip never completely 
played ball and it required revision by Colin Dunlop”. However, that is not reflected 
in Mrs Blake’s contemporaneous medical records in the period prior to February 
2009. It is also difficult to reconcile with Mrs Blake’s statement that the hip 
replacement had been such a success that in January 2008 she wanted her knee joint 
replaced. It seems more likely that the pain arose later in 2008, which is what she told 
Mr Owen. 

560. DePuy sought to rely on the fact that Mrs Blake told Mr Owen that she had walked 
with a stick in her right hand since primary surgery, which he observed in his oral 
evidence “would imply that she has potentially some weakness in the left hip”, 
explaining that people use a stick in the opposite hand for support. Although I accept 
what Mr Owen says about that, in the light of Mrs Blake’s other problems, 
particularly the pain in her back, it would be dangerous to make an assumption that 
she was using the stick because her left hip was painful. 

561. Mrs Blake told the Court that her recollection was that after the knee was revised she 
was happy with everything until later in 2008, when she began to get a sensation of 
creaking in the joint when she walked and a constant pain, like a nagging toothache. 
She put up with it for a while, and then decided to have it checked. She told Mr 
Dunlop in February 2009 that the pain was bothering her at rest as well as when she 
was walking. On examination she was a little tender over the trochanteric region, but 
she told Mr Dunlop that this wound pain was not the pain she experienced deep 
within the joint. On examination she was Trendelenburg negative, an indicator that 
she did not have a hip problem, though not a conclusive one. 

562. Mr Dunlop told the Court that he would have had Mrs Blake’s full medical records 
available to him at the time of his initial consultation with her, and that he did not 
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617. Mr Nargol’s witness statement is dated 8 December 2016. In it he stated that he had 
some independent recall of Mrs Stalker’s case but in the main he was reliant on what 
appeared in the medical records. He said that where he had a specific recollection he 
would make it clear. Unfortunately, on those occasions when he sought to draw on 
such “specific recollections” in his oral evidence, on the most benevolent 
interpretation of that evidence, he appeared to be reconstructing what he thought must 
have happened. He was dismissive of any views that did not coincide with his. He 
was also prone to expressing himself in overly dramatic terms. 

618. It may be that Mr Nargol’s behaviour in the witness box was, at least in part, driven 
by a desire to defend his decision to operate on Mrs Stalker, and his diagnosis of 
ARMD on the flimsiest of grounds, but that does not excuse it. I found Mr Nargol to 
be, in many respects, a witness on whose evidence the Court could not safely place 
any weight. His unreliability has complicated the Court’s task of ascertaining 
whether, on the balance of probabilities, Mrs Stalker did suffer from ARMD. 
However bad an impression he made in the witness box, it does not mean that he is 
not a good surgeon. 

619. Matters were not made any easier by the fact that the claimants’ orthopaedic expert in 
this case was Professor Kay, who, whilst undoubtedly very knowledgeable, and 
generally quite fair, on a few occasions descended into the arena as an enthusiastic 
advocate for his clients’ case. At times, he tried to anticipate the questions in cross-
examination and get his retaliation in first. For those reasons, I was driven to treat his 
evidence with some caution, although most of the time he made concessions where 
appropriate and gave sound reasons to justify his opinions. I had no similar 
reservations about any of the other orthopaedic experts, irrespective of who called 
them, though Mr Smith’s oral evidence was an improvement on his written reports.  
Of all the lead claims, I found this by far the most difficult to determine. 

620. In May 1995, Mrs Stalker had a fall and suffered a sustained fracture to the neck of 
her right femur. This was initially fixed with cannulated hip screws and subsequent X-
rays showed that the fracture had united and the screws were in a good position. She 
was told that there was no need to remove the screws unless they caused trouble. 

621.  X-rays taken of Mrs Stalker’s pelvis in late 2006 following complaints of severe hip 
and groin pain, particularly on the left side, indicated that she had a degree of bilateral 
osteoarthritis of her hips. Her GP noted that she was now at the stage where this was 
threatening her general independence and mobility. She would consider an operation 
if offered, as painkillers were having no appreciable effect. 

622. On 16 February 2007 Mrs Stalker’s GP wrote to Mr McMurtry, a consultant 
orthopaedic surgeon at the James Cook University Hospital, explaining that although 
Mrs Stalker had been placed on another surgeon’s list to have her left hip replaced on 
the NHS, she was in such severe pain that she was not prepared to wait, and had asked 
for a private consultation. Mr McMurtry saw Mrs Stalker on 15 March 2007. He 
noted that over the past six months she had had increasing pain from  the  left hip  
which was starting to significantly impact on her lifestyle. She did not go out very 
much at all and was severely limited in her walking distance. She had an obvious limp 
on the left. Her right leg was about 1½ cm short, secondary to the hip fracture. Mr 
McMurtry went through the pros and cons of an arthroplasty with her, and she was 
quite keen to proceed as soon as possible. 
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649. Mr Nargol saw Mrs Stalker again on 21 September 2011. The latest blood ion tests 
showed the levels were elevated from the previous tests – Cr was now 10.7 ppb and 
Co 9.1. Since the cup and head appeared well positioned on the X-rays, he surmised 
that there might be a problem at the taper end, and that is what he suggested to Mrs 
Stalker. His notes recorded that  he had a “long chat” with Mrs  Stalker and her son.  
There is nothing in Mr Nargol’s notes to suggest that during that conversation, Mrs 
Stalker told him that she was in any pain, or that she was dragging her leg or had 
difficulty in walking. He would have been able to see if Mrs Stalker was limping or 
finding it difficult to walk or to sit for any length of time in his consulting room. 
Given that he was specifically thinking about revision if the hip was painful, I find it 
inconceivable that Mr Nargol would have failed to ask his patient on this occasion 
whether she was in pain, and noted the response if she was. A deterioration in Mrs 
Stalker’s function or increased pain would have been critical information to have 
considered. A consultant, however busy, would normally record his patient’s 
symptoms, and he did make a note of the consultation. 

650. Mr Nargol ordered further blood ion tests which showed that the ion levels had come 
down again to 8.7 ppb (Co) and 7.1 ppb (Cr). By the time of the next consultation, on 
7 November 2011, Mrs Stalker’s disabled son, for whom she was the carer, had 
passed away. Mr Nargol said that (in the light of this) she need not rush into surgery 
immediately, but Mrs Stalker told Mr Nargol that she did not want to wait any longer 
and that she wanted to have the hip sorted out as soon as possible.  

651. Mrs Stalker told Mr Kim when he examined her that she had read about MoM hip 
replacements extensively and was very worried about metal particles disintegrating in 
her body. She said that she had read a lot of articles in the press regarding MoM hips 
and she was very unhappy with the fact that she had a very satisfactory left hip 
replacement and was left with a right hip replacement which was failing. This concern 
was bound to have had some influence on the decision to revise, though Mr Nargol 
did not appear to need encouragement. As Mr Kim said, “if a patient is very 
concerned, the reality is that for a surgeon, you don’t want to go against what your 
patient feels”. In this case, Mrs Stalker’s views coincided with Mr Nargol’s.  

652. On the basis of all the pre-operative information, Mrs Stalker was revised because Mr 
Nargol applied a very  low  threshold for investigation and revision, and because he 
relied on symptoms that were not indicative of ARMD. The only feature that was 
potentially consistent with such a diagnosis was the collection of fluid around the 
greater trochanter, but ARMD was not the only explanation for that. Mr Nargol did 
not follow the MHRA guidelines. He agreed that if it were not for the fact that he took 
a special approach for patients with Pinnacle MoM prostheses, Mrs Stalker would 
have had no blood tests and no investigations. A surgeon following the MHRA 
guidelines would not have investigated, let alone revised Mrs Stalker. 

653. Mr Oppenheim submitted that even if the actual reasons for revision were unjustified, 
it did not matter because when Mr Nargol performed the surgery, it was apparent that 
his suspicions that she had ARMD were well-founded. That depends on whether what 
was found during and after the operation supports the diagnosis. 

654. The revision surgery took place on 15 December 2011. Mr Nargol replaced the metal 
head with a ceramic head, and the liner with a polyethylene liner. The original 
operation note reads as follows: 



  

  

  



  

  

  

  

  



  

  

  

  

  



  

  

  

  

  



  

  

  

  

  



  

  

  

  

  



  

  

  

  

  

  



  

  

  

  



 

  

  

  

  



  

  

  

  

  



  

  

  

  

  



  

  

  

  

 

  



  

  

  

  

  



  

  

  

  



  

  

  

  

  



  

  

  

  



 

  

  

  

  



  

  

  

  



  

  

  

  

  



  

  

  

  

  



  

  

  

 

  



  

  

  

  

  

  



  


