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EDITORIAL

EDITORIAL

Who defines Truth ?

The truth that is being explored in
this editorial is the available data used
in the clinical pathway of managing
patients. It is this knowledge that we
seek, gather, understand and then
through a process of distillation apply to
the individual patient. The term used for
this process is called ‘Evidence based
medicine’(EBM).

Prof. David Sackett, recognized as the
father of EBM considered three compo-
nents in EBM: the patient’s expectations
and wishes, clinical expertise and the
best research evidence available (1).
The best available research evidence
can be ranked on a descending scale
starting with systematic reviews and
meta-analyses, Randomized Control
Trials (RCTs) down to animal research
and In vitro research. This evidence is
then reflected against the clinician’s ex-
perience and delivered in accordance
with the patient’s expectations.

Throughout this process there is an as-
sumption of integrity and transparency
in the research and flow of informa-
tion. Research is to do with finding an-
swers. And since answers depend on the
questions that are asked, it is assumed
that relevant and valid questions will
be asked i.e. “The right question” (2).
The research should be done in order to
find answers to these questions. A ro-
bust methodology should be employed
throughout the research process. The re-
search data should be available for scru-
tiny and ultimately the research should
be published based on the robustness
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of the research methodology employed
for the research and not the results of
the research. It is critical to understand
that research is a continuous process
and the knowledge of a given area is
continuously being refined. In order for
this process to occur, publications and
critiques need to be ‘freely’ available to
the clinicians, and there is an underlying
assumption that this, is indeed the case.
And finally, all the necessary informa-
tion will be provided to the patient to
make a decision; in order to be able to
give ‘informed consent’ to the manage-
ment protocol that is being offered.

A very brief review of the Covid-19
pandemic is an extremely instructive
exercise in demonstrating how much we
have drifted away, from the ideal con-
cept of research integrity and transpar-
ency when it comes to the day-to-day
practice of Medicine.

We were aware towards the end of
2019, that an epidemic of ‘Flu’ had
‘originated’ in the Wuhan province
of China. As we witnessed on the
news what was essentially viewed
as a major health concern of China,
almost overnight, became a health
concern of Europe and then the rest
of the world. The World Health
Organization (WHO) as expected,
became a central authority to co-or-
dinate this pandemic that was rap-
idly spreading unchecked through-
out the world. Continuous bulletins
were released advising international
travel restrictions and many govern-
ments went into lockdown.
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‘Test, test, test’ was the continuous refrain from the
WHO (3). No successful treatment regimens seem to
be available. Ivermectin which seemed to be gather-
ing popularity was not encouraged due to ‘a lack of
EBM’ as a number of studies had not been able to
prove its efficacy. The world was in a desperate need
for a solution. Towards the end of 2020 the possibility
of a vaccine became a reality. All efforts were focused
on producing a vaccine. The then US President, Don-
ald Trump, referred to this process as ‘Operation Warp
speed’. And as later admitted by a senior Pfizer execu-
tive J. Small, research was conducted at the ‘speed of
science’ to develop this vaccine (4).

The fundamental paper that the vaccination process
was based on was published in the NEJM which
showed a 95% efficacy of protection with comparable
adverse effects between the vaccinated group and the
placebo group (5). The original recommendation based
on the paper was a first dose followed by a booster.
However, as it became apparent that the potency of
the vaccine was diminishing over time, further booster
doses were recommended - even in cases where one
had already contracted Covid-19.

Today, most of the world has got over the pandemic.
Business has more or less returned back to normal,
though there is still the spread of a much less virulent
version of the Covid-19. The current recommendation
of the WHO-as of August 2023- is still to continue
with vaccination and booster doses of the Covid -19
vaccine (6).

However, it is now becoming apparent that the vac-
cine was not as safe as it was thought to be. Though
the original paper reported the incidence of the adverse
effects of the vaccine being comparable to that of the
placebo group; since then studies have consistently
demonstrated that there is a significant increase
of serious adverse effects among the vaccinat-
ed. These serious adverse effects fall into four
major groups : Cardiovascular disease, Neurologic
disease, Thrombo-vascular events, and Immunologic
abnormalities and all have resulted in an increase in
morbidity and mortality among the vaccinated group
(7, 8). This in turn led to re-examining the process be-
hind the vaccine development and it seems that what
we are aware is, just the tip of the iceberg. First, there
was the whistle blower claiming that the original work
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with regard to the vaccine data was falsified, patients
were not blinded, vaccination staff were poorly trained
and that there was limited supervision of the trial. This
report was published by the BMJ provided with inter-
nal company documents, photos, e-mails and audio re-
cordings (9). The FDA'’s limited supervision of the trial
has since then been documented by other independent
workers as well (10). As time passed more and more
questions were being asked about the ‘entire produc-
tion process of the Pfizer vaccine’ and it is becoming
obvious that there is no hard evidence that the vaccine
had been properly tested before its release. There were
multiple ‘senate committee’ hearings where these facts
have been questioned from Pfizer officials, which are
casily accessible on the “YouTube’. I have provid-
ed just one reference where a senior Pfizer official, J.
Small, admits that at the time of the vaccine release
they had not tested to see that the vaccine prevents
transmission (4). These events are a testimony to show
how far we have strayed from the ideals of EBM.

During the pandemic, it seemed that even the very ba-
sic EBM was being ignored. Under the constant refrain
of the WHO’s “Test, test, test’ exhaustive PCR testing
was carried out. We ourselves witnessed the disruption
to our daily life, elective and casualty lists getting de-
railed by this process.This testing process lacked any
scientific validity. A study carried out in Wuhan
involving nearly 10 million residents showed that
there was no evidence of asymptomatic spread of
Covid-19 and the value of this existing mode of
testing was discussed in a BMJ editorial as well as the
local newspapers in Sri Lanka (11-13).

There are also a number of significant issues relating
to the practice of EBM that needs to be considered
in this scenario. Covid-19 had been in the world for
over one year (late 2019 to early 2021) before a vac-
cine made an appearance. The natural herd immunity
was taking place and admission rates to hospitals had
noticed to be declining before the arrival of the vac-
cine (14). Dr. Peter McCullough one of the foremost
physicians /scientists who studied Covid-19 extensive-
ly advocated early treatment for the disease in order
to minimize the morbidity and mortality (15, 16) and
attested to these facts in giving evidence at the Tex-
as Senate Human and Health Services Committee as
early as March 2021 (14). Front Line Covid-19 Crit-
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ical Care Alliance (FLCCC) published guide lines on
prophylaxis and treatment of Covid-19 (17). This data
should have been publicized through the media, when
considering the desperate state that the world was in at
that time, considering the amount of coverage that was
given portraying the suffering of humanity and the pro-
duction effort spent on the vaccine. None of this data
was given any publicity by the main stream media.

One of the more disturbing aspects surrounding the
EBM approach was the WHO and the other Medi-
cal authorities stand on controlling the treatment of
Covid-19. Though there were trials that did not show
the efficacy of Ivermectin in the treatment of Covid-19,
there were also well conducted trials showing the vast
benefit of Ivermectin on Covid-19 (18, 19). In fact, the
control of Coivd-19 in the Northern states of India and
across a number of other countries had been attributed
to the use of Ivermectin (20). The FDA advised against
the use of Ivermectin and carried a picture of a horse to
push their message that this is a veterinary drug (21).
The WHO ‘ordered’ that Ivermectin should not be used
outside a trial. How is this acceptable? All of the re-
search articles we read only present evidence. It is up
to the individual clinicians to assimilate this evidence
and then decide what he/she plans to do in consultation
with the patient; who has also been made aware of this
evidence.

Insisting on vaccination of those who had already got
Coivd-19 was another area that lacked EBM, even ac-
cording to the known empirical knowledge about infec-
tious disease pathophysiology. There is now evidence,
showing conclusively that the natural acquisition of
Covid-19 provides a much better immunity than what
the vaccine could ever provide; questioning, on a much
serious level, the efficacy of the vaccine. In an elegant
study that was carried out in Israel it has been shown
that those who had natural immunity are 13 times less
likely to get infected again than those who were vac-
cinated; those who acquired natural immunity were 27
times less likely to get symptomatic infection than those
who were vaccinated and in the vaccinated group there
were 8 hospitalizations due to infection whereas in the
natural immunity group this number was zero (22).

Today the most serious aspect following the Covid-19
pandemic is the continuing increase in the ‘excess mor-
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tality rate’ (EMR). What was expected was, an EMR
below the average (if not average) of Pre-Covid years,
definitely in 2022 and may be in 2023 as well. The rea-
son being, Covid-19 was no longer a threat, the vaccine
had protected people and the vulnerable groups who
would have had natural deaths in 2022 and 2023, had
already succumbed to Covid-19 and therefore would
not be on the mortality statistics for 2022 and 2023.
During 2020 the EMR was high, as expected due to the
Covid -19 pandemic. However, instead of decreasing in
2022 and 2033 the EMR has remained high. Data from
2022 shows that countries that had a higher vaccination
percentage (of their population) had a correspondingly
higher EMR with comparison to other countries that had
a lower vaccination rate, with this trend continuing into
2023 (23). This EMR has been brought up for debate by
Andrew Bridgen MP in the British parliament, where a
significant number of issues surrounding the Covid-19
vaccination process was questioned (24).

One needs to ask how was it that, what was thought to
be initially a somewhat severe strain of a winter flu got
depicted as a deadly respiratory disease? How was an
entire world convinced to take a vaccine that was not
effective-(did not prevent the acquisition of the virus,
the manifestation of the disease or the spread to anoth-
er person)- nor safe - (serious adverse effects beyond
the Covid -19 infection itself)? Was it as a result of a
McNamara fallacy” or was there something more sin-
ister afoot? Is it because the narrative -truth (EBM)- is
being controlled? In a very subtle way advice that was
offered had instead become prescriptive. Physicians
who did not comply were censured, and social media
was controlled (and is still controlled) (25). Despite
mounting evidence to the contrary, the vaccination
process was made a mandatory process for functioning
in society. The entire process on which EBM operates
was disrupted at every single point.

One possible significant contribution to this process
is the loss of independence of the health authorities.
From the late 1970’s following the embracement of
neoliberal economic policies, which have now spread
throughout the world; more and more of the funding of
the health sector has passed towards the private sector
from the state sector (26). This has resulted in a major
percentage of the health and drug regulatory authori-

* McNamara fallacy , where analysis of a complex collection of data leads to a false conclusion.
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ties being funded by the private sector. The US FDA,
the UK MHRA and the Australia TGA have 65%, 86%
and 96% respectively of their budget funded by the
industry and the question has been asked : “From FDA
to MHRA: are drug regulators for hire 7’ (27).

The blowback of this on research is that, which research
is being funded, is increasingly getting controlled by
the industry -as it is the drug and health authorities
that decide which research gets funded. The resulting
increase in the number of publications that favoured
‘Big Pharma’ prompted, Richard Horton the editor of
Lancet to write “Journals have devolved into informa-
tion laundering operations for the pharmaceutical in-
dustry” almost 20 years ago (28). Richard Smith went
on to discuss this issue as to how the pharmaceutical
industry achieves its goals and as to why, peer review
is not a solution for this problem (29). This fundamen-
tal tampering with the research ultimately feeds into
reducing the integrity of EBM.

DOI: 10.1371 /journal.pmed.0020138.g001

(Illustration: Margaret Shear, Public Library
of Science)
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All of this needs to be taken in context of how the world
works today. It is the same web of companies that fund
the health authorities, that invest in the manufacture
of drugs and vaccines and also control the media. For
example, YouTube is owned by Google, whose parent
company is Alphabet Inc. which is invested in Pfizer;
which in turns funds the FDA (30, 31). We all expe-
rienced firsthand how the Covid pandemic changed
the economies not just in our country, but throughout
the world. It has been calculated that 573 people be-
came billionaires during the Covid pandemic at a rate
of one billionaire every thirty hours, while at a corre-
sponding rate 263 million people would crash into ex-
treme poverty at a million people every 33 hours (32).
A few years back Dr. Sunil Wijayasinghe, a past pres-
ident of the Sri Lanka Orthopaedic Association, in an
after-dinner speech referred to the fact that ‘Big Pharma’
is influencing the normal values of a healthy HbAlc.
The adoption of 7% as an Alc target led to a tenfold in-
crease of the diabetic drug sales for $7.3 billion in 2000
to $74 billion in 2020 (33, 34)! It seems that science is
indeed for sale (35).

The question is whose agenda is the WHO and the other
regulatory organizations carrying out? The WHO is an
unelected, diplomatically immune, tax-exempt group.
Currently it is estimated that almost 84% of its funding
is from private sources (36). The WHO is proposing a
new Global Pandemic Treaty with amendments to the
international health regulations (37) that if implemented
will have the potential to override the democratic rights
and sovereignty of individual countries i.e. They will be
able to dictate when to consider a pandemic is in place,
when and how long, countries are to be in lockdown
etc... this has been brought up at the European parlia-
ment as well as the British parliament (38).

So, let me ask once again, who defines truth?

“Stability and growth in uncertain times” has been
the theme of the Sri Lanka Orthopaedic Association
(SLOA) for this year. And for any meaningful growth,
a firm handle on truth is required, which in turn requires
data. “Data! data! data!” he cried impatiently. “I can’t
make bricks without clay” as we will all recollect of
the immortal character of Sherlock Holmes. Meaning-
ful analysis of primary data is required to arrive at the
‘truth’. It is our moral duty if not as men of science, then
at least as the custodians of our patients, to stand on the

VOL. 09 No. 01 NOVEMBER 2023



EDITORIAL

side of truth. Conventionally in our country the medical profession is considered to be the highest profession, where
one could make the most meaningful impact on the society. ‘0@ »y55® e®¢m®’ (If one cannot be a king, then
be a physician/surgeon). It is with this in mind, that I have dedicated this issue of the SLJOS-in my inaugural year
as the Editor-in-Chief of this journal- to the study of data and research.

I wish to thank all who have contributed their time and expertise to this subject of data analysis and research. I wish
to thank the Galle Medical Journal for giving me permission to reprint one of their leading articles that explains the
McNamara fallacy- I have referred to- and questions the conventional approach to EBM, showing that EBM also
needs to be questioned.

I thank Dr. Upali Banagala for his dedication to this journal throughout the last 15 years.

Finally, it gives me great pleasure to be able to inform the readership that Professor Paul N Smith AM BMBS
FRACS HonDUniv FAOrthA , has joined our International Advisory Board. I would like to take this opportunity to
formally thank him and wish him all the very best on behalf of the SLOA and the people of this country -the ultimate
beneficiaries of our endeavours.

Dr. Sumedha S. Amarasekara.

MBBS (Sydney), MS (Colombo), FRCSEd, MPhil (ANU)
Consultant Orthopaedic and Trauma Surgeon, Editor-in-Chief, SLJOS
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Attadipa Viharatha

References

Editor’s note: references indicated with an * have 6. recommendations WcA. WHO current August 2023 rec-
ommendations 2023 [Available from: https:/www.who.int/

emergencies/diseases/novel-coronavirus-2019/covid-19-vac-
cines/advice#:~:text=Vaccination%20protects%20against%20
COVID%2D19,0f%20all%20C0VID%2D19%20vaccines.

been given as a web page reference for convenience
and accessibility. The original reports can be down-
loaded from the web link.

1. Thoma A, Eaves FF, lll. A Brief History of Evidence-Based Medi- 7, Fraiman J, Erviti J, Jones M, Greenland S, Whelan P, Kaplan
cine (EBM) and the Contributions of Dr David Sackett. Aesthetic RM, Doshi P. Serious adverse events of special interest follow-
Surgery Journal. 2015;35(8):NP261-NP3. ing mRNA COVID-19 vaccination in randomized trials in adults.

2. Film 'l Robot” Director Proyas A. | Robot. 2004. Vaccine. 2022:40(40):5798-805.

8.  *Paul-Ehrlich-Institut. Safety of Covid-19 Vaccines [Available
from: https://www.pei.de/EN/newsroom/dossier/coronavirus/
medicine-safety.html.

3.  WHO Director General -Test T, Test. WHO Director General
-Test ,Test ,Test 2020 [Available from: https:/www.who.

int/director-general/speeches/detail/who-director-general-
s-opening-remarks-at-the-media-briefing-on-covid-19--16- 9. Thacker PD. Covid-19: Researcher blows the whistle on data

march-2020. integrity issues in Pfizer's vaccine trial. Bmj. 2021;375:n2635.

4. Pfizer evidence on Covid vaccine [Available from: httpsy/ 10 Demasi M. FDA oversight of clinical trials is “grossly inade-
www.news.com.au/technology/science/human-body/pfizer- quate,” say experts. Bmj. 2022,379:02628.

did-not-know-whether-covid-vaccine-stopped-transmission-be- 11,  Amarasekara SS. PCR testing for Covid-19: Quo Vadis? The Is-

fore-rollout-executive-admits/news-story/f307f28f794e173a- land. 2020 07.12.2020.
017a62784fec414.
coi/a & 12. Cao S, Gan Y, Wang C, Bachmann M, Wei S, Gong J, et al.
5. Polack FP, Thomas SJ, Kitchin N, Absalon J, Gurtman A, Post-lockdown SARS-CoV-2 nucleic acid screening in near-
Lockhart S, et al. Safety and Efficacy of the BNT162b2 mRNA ly ten million residents of Wuhan, China. Nat Commun.
Covid-19 Vaccine. N Engl J Med. 2020;383(27):2603-15. 2020;11(1):5917.

VOL. 09 No. 01 NOVEMBER 2023 19



THE SRI LANKAN JOURNAL OF ORTHOPEADIC SURGERY

13.

14.

15.

16.

17.
18.

19.

20.

21.

22.

23.

24.

25.

20

Pollock AM, Lancaster J. Asymptomatic transmission of
covid-19. Bmj. 2020;371:m4851.

Peter McCullough M#tTSHC. Peter McCullough, MD testifies
to Texas Senate HHS Committee 2027 [Available from: https://
www.youtube.com/watch?v=QAHi3IX30GM.

McCullough PA, Kelly RJ, Ruocco G, Lerma E, Tumlin J, Whee-
lan KR, et al. Pathophysiological Basis and Rationale for Early
Outpatient Treatment of SARS-CoV-2 (COVID-19) Infection. The
American Journal of Medicine. 2021;134(1):16-22.

McCullough PA, Vijay K. SARS-CoV-2 infection and the
COVID-19 pandemic: a call to action for therapy and interven-
tions to resolve the crisis of hospitalization, death, and handle
the aftermath. RCM. 2021;22(1):9-10.

*FLCCC. [Available from: https://covid19criticalcare.com/.

Bryant A, Lawrie TA, Dowswell T, Fordham EJ, Mitchell S,
Hill SR, Tham TC. Ivermectin for Prevention and Treatment of
COVID-19 Infection: A Systematic Review, Meta-analysis, and
Trial Sequential Analysis to Inform Clinical Guidelines. Am J
Ther. 2021;28(4):e434-e60.

Heidary F, Gharebaghi R. Ivermectin: a systematic review from
antiviral effects to COVID-19 complementary regimen. The
Journal of Antibiotics. 2020;73(9):593-602.

Ivermectin Cu. [Available from: https:/www.youtube.com/c/
WhiteboardDoctor/playlists-%20lvermectin%20and %20
Covid-19?app=desktop.

COVID-19 FWYSNUItToP. FDA. Why You Should Not Use Iver-
mectin to Treat or Prevent COVID-19 [Available from: https:/
www.fda.gov/consumers/consumer-updates/why-you-should-
not-use-ivermectin-treat-or-prevent-covid-19.

Gazit S, Shlezinger R, Perez G, Lotan R, Peretz A, Ben-Tov
A, et al. Severe Acute Respiratory Syndrome Coronavirus 2
(SARS-CoV-2) Naturally Acquired Immunity versus Vaccine-in-
duced Immunity, Reinfections versus Breakthrough Infections:
A Retrospective Cohort Study. Clinical Infectious Diseases.
2022;75(1):e545-e51.

Database HM. [Available from: https:/www.mortality.org/
Project/Overview#:~:text=The%20Human%20Mortality%20
Database%20(HMD,used%20in%20constructing%20those%20
tables.

Parliament EdB. EMR debate Birtish Parliament [Available from:
https://www.youtube.com/watch?v=E44Mg67d_no.

Taylor L. Covid-19: Silencing health workers, researchers, and
journalists caused unnecessary deaths, says Amnesty. Bm;.
2021;375:n2552.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.
36.

37.

38.

World Altered by ‘Neoliberal’ Outsourcing of Public Services
to Private Sector, Third Committee Experts Stress, amid Calls
for Better Rights Protection [Available from: https:/press.un-
.org/en/2018/gashc4239.doc.htm.

Demasi M. From FDA to MHRA: are drug regulators for hire?
Bmj. 2022;377:01538.

R H. The Dawn of McScience: New YOrk Rev Books; 2004.
57(4):7-9 p.

Smith R. Medical journals are an extension of the marketing arm
of pharmaceutical companies. Plos medicine. 2005;2(5):¢138.

FDA private funding [Available from: https:/today.uconn.
edu/2021/05/why-is-the-fda-funded-in-part-by-the-companies-
it-requlates-2/#.

Systems AsVICDwBPCaH. Alphabet's Verily Inks Collaboration
Deal with Big Pharma Companies and Health Systems.

billionaires Pa. [Available from: https://www.oxfam.org/en/
press-releases/pandemic-creates-new-billionaire-every-30-
hours-now-million-people-could-fall.

Hunt LM, Arndt EA, Bell HS, Howard HA. Are Corporations
Re-Defining lliness and Health? The Diabetes Epidemic, Goal
Numbers, and Blockbuster Drugs. J Bioeth Ing. 2021;18(3):477-
97.

sales Dd. Diabetic drug sales [Available from: https:/lownin-
stitute.org/how-a-pharma-led-campaign-to-lower-a-diabetes-
treatment-target-put-seniors-at-risk/.

Levi R. Science is for sale. Skeptical Inquirer. 2006;30(4):44-6.

funding WHO. [Available from: https://odi.org/en/publications/
fixing-un-financing-a-pandoras-box-the-world-health-organiza-
tion-should-open/.

*amendments WHO. [Available from: https://apps.who.int/gb/
wgihr/pdf_files/wgihr1/WGIHR_Compilation-en.pdf.

Parliament ABCtPT-E. [Available from: https:/www.goo-
gle.com/search?q=andrew%20bridgeton%20european%20
%20parlriamnt%20site%3Ayoutube.com&oq=&gs_Icrp=Eg-
ZjaHJvbWUQqCQQAECMYJxjqAjlJCAAQIXxgnGOoCMgkIARA-
jGCcYbglyCQgCECMYJxjgAjlJCAMQIxgnGOoCMgkIBBAjG-
CcYbglyDwgFEC4YJxivARjHARjgAjIJCAYQIxgnGOoCMg-
kIBxAjGCcY6gLSAQg50TBgMGoxNagCCLACAQ&sourceid=-
chrome&ie=UTF-8&ved=2ahUKEwjUkpPmmtKBAXUIiFYBHaUF-
B50Q2wF6BAgJEAER&ei=IgMYZdTyNIiQ2roPpYucbAk#fp-
state=ive&vld=cid:103f9f4b,vid:wADMuGoLgjA,st:0.

VOL. 09 No. 01 NOVEMBER 2023





