
 1 

 

 

 

 

SUBMISSIONS TO THE AUSTRALIAN GOVERNMENT DEPARTMENT  

OF HEALTH –  

THERAPEUTIC GOODS ADMINISTRATION 

 

TO  

 
AMEND THE SCHEDULING OF IVERMECTIN - 

DELETION OF APPENDIX D, ITEM 10 FROM THE CURRENT 
S4 POISONS SCHEDULING  

 

26 September 2022 

  



 2 

SUBMISSIONS BY (collectively the ‘Co-Signatories’): 
Australian Medical Network 
Australian Medical Professionals Society 
Prof Wendy Hoy,  FAA, AO, FRACP, MBBS, BScMed 
Emeritus Prof Robert Clancy, AM,BSc(Med), MBBS,PhD DSc, FRACP, FRCP(A), FRS(N)  
Prof Philip Morris,  AM, MBBS, BSc(Med), PhD, FRANZCP, FAChAM(RACP) 
Prof Geoff Taylor (retd.),  MSc, Grad.Dip.Bus.Admin, CFAIHS 
Prof Ian Brighthope,  MBBS, Dip.Ag.Sci, FACNEM, FACHM 
Assoc/Prof Christopher Neil,  MBBS, FRACP, PhD 
Assoc/Prof Michael Sladden,  MBChB, MAE, MRCP, FACD 
Assoc/Prof Peter Parry,  MBBS, PhD, FRANZCP, Cert.Child.Adolesc.Psychiatry 
Dr Robyn Cosford (retd.),  MBBS( Hons), FACNEM, FASLM 
Mr Christopher Paul Bellhouse (retd. anaesthetist/intensivist),MBBS,FFARACS, FANZCA  
Dr Andrew McIntyre,  MBBS(Hons), FRACP 
Dr Shirley Prager,  MBBS, FRANZCP  
Dr Michael Taylor, MBBS,MHSM,DipMDT,Grad.Cert.Clin.Res.Meth,FRACGP,FACRRM, 
FACEM 
Dr Varghese Zachariah,  FRACGP, DCH, AFMCP 
Dr My Le Trinh,  MBBS, FRACGP, DCS  
Dr Sarah “Sally” Price, MBBS,FRACGP,DipRACOG,Grad.Dip.PrimaryCare,FACNEM, 
FASLM 
Dr Paul Oosterhuis,  MBBS, FANZCA 
Dr Robert Brennan,  BSc, BHSc(Hons1), MBBS 
Dr Duncan Syme,  MBBS, FRACGP, DROCG, Dip.Prac.Dermatology (Cardiff) 
Dr Jeyanthi Kunadhasan,  MD(UKM), MMED(UM), FANZCA, MMED(Monash) 
Dr Annemarie Ward,  MBBS, FRACGP 
Dr Camilo Guerra,  MBBS, FRACGP 
Dr Richard Jerzy Prytula,  MBBS, DPM, FRANZCP 
Dr Alice Murkies,  MD, FRACGP, MBBS 
Dr Bruce Wauchope,  MBBS, DipOBS, RACOG, DTM&H, FRACGP 
Dr Catherine Smyth,  MBBS, FANZCA 
Dr Lucia Grace Murnane,  MBBS, FRACGP, M.Repro.Med, Grad.Dip.Bioethics, DCH 
Dr Lynette Hatherley,  BSc(Hons), PhD(Chemistry), MBBS, FRACGP  
Dr Guy Campbell,  MBBS  
Dr Linh Tuan Phan,  MBBS, FRACGP 
Dr Russell Pridgeon,  BSc, MB,ChB, FRACGP 
Dr Simon Paul Stilgoe,  MB,ChB, FRACGP, MMED, Dip.Fam.Med, FSCI 
Dr John Scott,  Bsc(Hons), BMBS(Hons), FACEM 
Dr Susan Cory,  MBBS, DTMH, Dip.Obstetrics, FRACGP 
Dr Lucas A McLindon,  MBBS, FRACGP, FRANZCOG 
Dr Renate Mundl,  MD, FRANZCP 
Dr Julie Sladden,  MBBS, B.Med.Sci, PostGrad.Dip.Med.Ed 
Dr Mark Hobart,  MBBS, Australian Medical Network Director 
Dr M Monique O’Connor,  MBBS, FRANZCP 
Dr Randy Juanta,  BMBS      
Dr Steven Overmeire,  MBBS, GDOEH, FAFOEM 
Dr Eamonn Mathieson,  MBBS, FANZCA 
Dr Adrian Sheen,  MBBS, Dip.Obst.RACOG,  FRACGP 
Dr. Carmela Caputo,  MBBS, B.Med.Sci, FRACP, PhD 
Dr. Valarie Peers,  MBBS, DRANZCOG 
Dr. Alistair John Frame MbchB FRACGP DA 
Submitted for and on behalf of the Co-Signatories  
Dr Phillip Altman BPharm(Hons), MSc, PhD 
Clinical Trial and Regulatory Affairs Consultant 
  



 3 

TITLE PAGE           1 

 

CO-SIGNATORIES          2 

 

TABLE OF CONTENTS          3 

 
EXECUTIVE SUMMARY OF THE SUBMISSIONS     6 
 

SUBMISSION CORRESPONDENCE DETAILS      9 

 

DECLARATION          9 

 

INTRODUCTION          9 
• US FDA Public Twitter Statement – 21 August 2021 

  

PROPOSED AMENDMENT TO THE SCHEDULING OF IVERMECTIN  14 

 

REGULATORY BACKGROUND TO THE INTRODUCTION OF    15 

APPENDIX D, ITEM 10 RESTRICTION TO THE PRESCRIBING OF  

IVERMECTIN 
• Record of the 35th meeting of the Advisory Committee on Medicines  

 Scheduling 08 September 2021   
• Poisons Standard Amendment (Ivermectin) instrument 2021 
• Notice of an amendment to the current Poisons Standard under  

 paragraph 52D(2)(a) of the Therapeutic Goods Act 1989 
 
SCOPE OF SUBMISSIONS        16 

 

RATIONALE FOR DELETING APPENDIX D, ITEM 10 FROM THE    17 

CURRENT SCHEDULING  

 

IVERMECTIN - HISTORICAL PERSPECTIVE AND CLINICAL USE   19 
• Crump, A. & Omura, S. – Ivermectin - enigmatic multifaceted ‘wonder’ drug continues to 

surprise and exceed expectations 
• World Health Organisation.  2021 List of Essential Medicines 
• The Nobel Prize, Press Release for The Nobel Prize in Physiology or Medicine 2015 
• Kory, P. et al - Review of the Emerging Evidence Demonstrating the Efficacy  

 of Ivermectin in the Prophylaxis and Treatment of COVID-19 
 
  



 4 

IVERMECTIN SAFETY AND TOXICOLOGICAL INFORMATION   20 
• Australian Therapeutic Goods Administration: AUSPAR Ivermectin 2013 
• Kircik et al.: Over 25 Years of Clinical Experience with Ivermectin: An overview of Safety for 

an increasing Number of Indications 
• Crump, A. & Omura, S. – Ivermectin – enigmatic multifaceted ‘wonder’ drug continues to 

surprise and exceed expectations 
• U.S. National Institutes of Health, COVID-19 Treatment Guidelines: ivermectin 
• Bryant et al., Ivermectin for Prevention and Treatment of COVID-19 Infection: A Systematic 

Review, Meta-analysis, and Trial Sequential Analysis to Inform Clinical Guidelines 
• WHO Expert Committee on the Selection and Use of Essential Medicines:  Application for 

inclusion of ivermectin on the WHO Model List of Essential Medicines (EML) and Model List of 
Essential Medicines for Children (EMLc) for the indication of Scabies 

• Australian Public Assessment Report for Ivermectin 
• Descotes, J.: Expert Review Report – Medical Safety of Ivermectin 
• U.S. State of Nebraska, Office of the Attorney General.  Prescription of Ivermectin or 

Hydroxychloroquine as Off-Label Medicines for the Prevention or Treatment of Covid-19 
• VigiAccess, Uppsala Monitoring Centre, WHO Collaborating Centre for International Drug 

Monitoring 
• Guzzo, C.A. et al.  Safety, Tolerability, and Pharmacokinetics of Escalating High Doses of 

Ivermectin in Healthy Adult Subjects 
• Navarro, M. et al: Safety of high-dose ivermectin: a systematic review and meta-analysis 
• Stone, J.C. et al: Changes in SpO2 on Room Air for 34 Severe COVID-19 Patients after 

Ivermectin-Based Combination Treatment: 62% Normalization within 24 Hours 
• Hazan, S. et al: Effectiveness of ivermectin-based multidrug therapy in severely hypoxic, 

ambulatory COVID-19 patients 
 
COMPARATIVE SAFETY INFORMATION REGARDING MOLNUPIRAVIR  27 
AND PAXLOVID 

• Clancy, R.: The Suppression of Useful COVID-19 Treatments 
• Zhou, S. et al: β-d-N

4
-hydroxycytidine Inhibits SARS- CoV-2 Through Lethal Mutagenesis but 

Is Also Mutagenic to Mammalian Cells.  
• Australian Product Information – Paxlovid 
• U.S. Prescribing Information - Norvir 

 
IVERMECTIN CLINICAL STUDIES AND META-ANALYSES FOR UNAPPROVED 
INDICATIONS SUBMITTED AS EVIDENCE OF CLINICAL SAFETY  28 

• Kory, P. et al: review of the Emerging Evidence Demonstrating the Efficacy of Ivermectin in 
the Prophylaxis and Treatment of COVID-19 

• Bryant, A. et al., Ivermectin for Prevention and Treatment of COVID-19 Infection: A Systematic 
Review, Meta-analysis, and Trial Sequential Analysis to Inform Clinical Guidelines 

• Ivermectin for COVID-19: real-time meta-analysis of 91 studies.  Ivmmeta.com 
• Santin, A.D. et al: ivermectin: a multifaceted drug of Nobel prize-honoured distinction with 

indicated efficacy against a new global scourge, COVID-19 
• Morris, P.: Repurposed drugs to treat Covid-19: Ivermectin 

 

INTERNATIONAL REAL WORLD IVERMECTIN EXPERIENCE IN    32 

RELATION TO THE TREATMENT OF COVID-19 AND SAFETY 
• Hellwig, A and Maia, A: A COVID-19 prophylaxis?  Lower incidence associated with prophylactic 

administration of ivermectin 
• Chamie-Quintero J.J. et al: Ivermectin for COVID-19 in Peru: 14-fold reduction in nationwide 

excess deaths, p<0.002 for effect by state, then 13-fold increase after invermectin use restricted 
• Tanioka, H et al: Why COVID-19 is not so spread in Africa: How does Ivermectin affect it? 
• Kerr, L. et al: Regular Use of Ivermectin as Prophylaxis for COVID-19 led up to a 92% 

Reduction in COVID-19 Mortality Rate in a Dose-Response Manner: Results of a Prospective 
Observational Study of a Strictly Controlled Population of 88,012 Subjects  



 5 

CONTROVERSIAL EVIDENCE/REVIEWS NOT SUPPORTING THE   36 

CLINICAL EFFICACY OF IVERMECTIN FOR COVID-19 
• Reis, G. et al: Effect of Early Treatment with ivermectin among Patients with Covid-19 
• Letter from 66 scientists and physicians to the co-authors of Reis e al.  2022 and to others as 

identified in the correspondence. Retraction-Hydroxychloroquine or chloroquine with or without 
a macrolide for treatment of COVID-19: A multinational registry analysis 

• Popp, M. et al., Ivermectin for preventing and treating COVID-19, Cochrane Database of 
Systematic Reviews 

• Fordham, E.J. et al, The uses and abuses of systematic reviews: the case of ivermectin in 
Covid-19 

• Bryant, A., Lawrie, T.A. and Fordham, E.J.:Rapid Response to Editor of BMJ Evidence Based 
Medicine Re: Popp M, Kranke P, Meybohm P, et al. Evidence on the efficacy of ivermectin for 
COVID- 19: Another story of apples and oranges.  

• Yuani M. Roman et al.: ivermectin for the treatment of Coronavirus Disease 2019: A 
systematic review and meta-analysis of randomized controlled trials. Clinical Infectious 
Diseases 

• Letter from Andrew Bryant et al to Robert T. Schooley, Editor in Chief, Clinical infectious 
Diseases 

• Neil, M et al: Bayesian meta-Analysis of Ivermectin confirms Bryant et al study that ivermectin 
works for Covid 

   
 
ANNEXURE 1 - U.S. Nebraska State Attorney General opinion.  Prescription  41 
 Prescription of ivermectin or hydroxychloroquine as Off-Label  
 medicines for the Prevention or Treatment of Covid-19.   
 14 October 2021      
 
ANNEXURE 2 – National COVID CLINICAL EVIDENCE TASKFORCE   88 
 Open Letters          
    

• Call for an Urgent Review of the NCCET Recommendation regarding the use of ivermectin in 
the management of Covid-19 within 14 days – 21 August 2021 

• Commentary upon NCCET statement dated 7 August 2021submitted and referred to in support 
of Dr. Altman’s NCCET open letter of 21 Aug. 2021 by Dr. Tess Lawrie and Dr. Edmund 
Fordham  

• SECOND CALL for an Urgent Review of the NCCET Recommendation regarding the use of 
ivermectin in the management of COVID-19 – 14 October 2021 

  



 6 

EXECUTIVE SUMMARY OF THE SUBMISSIONS 
 

1. On 1 September 2022, the Secretary of the Australian Department of Health 

invited public submissions on scheduling proposals referred to the November 

2022 meetings of the Advisory committees on Medicines and Chemical 

Scheduling including specific reference to ivermectin1.   These submissions are 

in response to that invitation. 

  

2. These Submissions to amend the Poisons Scheduling of ivermectin are 

submitted in the National interest.  The evidence submitted in support of the 

proposed deletion of Appendix D, Item 10 in the ivermectin Poisons Scheduling 

is, arguably, the most important Poison Scheduling change ever considered by 

the Australian Government as it seeks to remove historically unprecedented 

restrictions on the prescribing of ivermectin which were primarily introduced 

during a pandemic response to encourage, rightly or wrongly, COVID-19 

vaccine uptake as, in part, specifically stated by the Australian Therapeutic 

Goods Administration (TGA).   

 

3. It is the view of the Co-Signatories that the introduction of Appendix D, Item 10 

to the listing of ivermectin did not take into proper account the extensive existing 

documentation regarding the safety and efficacy of ivermectin used alone and 

in combination in relation to the potential management of COVID-19 and various 

parasitic indications.  Since the restrictive scheduling change for ivermectin 

introduced on September 10 2021, considerable additional clinical safety and 

efficacy data has become available which adds weight to the compelling body 

of evidence which demonstrates that ivermectin restrictive scheduling should be 

normalised to return professional discretion to doctors in relation to off-label 

prescribing as is the conventional and accepted practice for other drugs.    

 

4. Given the unique nature of the current COVID pandemic and the short time 

frame to construct these important Submissions, a diverse body of evidence 

 
1 Australian Government Department of Health, Therapeutic Goods Administration: Consultation: proposed 
amendments to the Poisons Standard – ACCS, ACMS and Joint ACCS/ACMS meetings, November 2022.   
1 Sept. 2022. 
https://www.tga.gov.au/resources/consultation/consultation-proposed-amendments-poisons-standard-accs-
acms-and-joint-accsacms-meetings-november-2022 
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and both local and international expert opinion, (including commentary on 

certain published literature emanating from arguably vested and opposing 

interests) has been assembled.   An attempt has been made to assemble all 

relevant literature in these Submissions. The Co-Signatories rely heavily upon 

the impressive historical world-wide safety record of ivermectin including the 

TGA’s own safety assessments prior to the pandemic.  These Submissions 

provide compelling evidence to support the impressive safety record of 

ivermectin which is matched by few, if any, widely used therapeutic agents in 

use today. 

 

5. Rightly or wrongly, the Decision to apply Appendix D, Item 10 by the TGA 

regarding the scheduling change for ivermectin was not made solely upon 

normal considerations of safety and efficacy of this therapeutic agent.  Other 

logistical and vaccine-centric reasons formed the basis of this unprecedented 

scheduling change which emanated from the national COVID pandemic 

policies.  Now that the complexion of the pandemic has changed and 

considerable knowledge has been gained, it is the view of the Co-Signatories 

that the TGA’s invitation for “Consultation” represents an admirable, 

encouraging and long-awaited sign of reflection and review in the national 

interest to improve Australia’s COVID health policy which must involve the 

removal of unprecedented and restrictive Poison Scheduling currently impacting 

the prescribing of ivermectin. 

 

6. Justification for removing Appendix D, Item 10 in the current Poison Scheduling 

for ivermectin may be summarised as follows: 

 

a. The restrictive Poison Scheduling of ivermectin was introduced, in part, due to 

 misconceived and inappropriate safety concerns. Worldwide use has 

 demonstrated that ivermectin is among the safest drugs available and has a 

 known and established high therapeutic index (or therapeutic ratio).  

b. There are no reported and/or credible evidence to suggest that off-label 

 prescribing of ivermectin, for any indication, is associated with an 

 unacceptable incidence of adverse effects or consequences.  

c. There have been no reported supply issues relating to ivermectin which may 

 impact public health. 
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d. There are unintended consequences of the current restrictive prescribing 

 regulations including the elevation of interest in obtaining and using ivermectin 

 which may be counterfeit or of unsuitable quality (eg. veterinary products).  

e. With more than 95% of the adult population now considered fully vaccinated, 

 wider ivermectin availability would not be expected to impact the government’s 

 COVID vaccine policies.   

f. With the introduction of early anti-viral drugs, molnupiravir and Paxlovid, it 

 now appears timely to review the previously restrictive vaccine-only policy 

 which  formed the basis of the current restrictive scheduling of ivermectin.   
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7. SUBMISSION CORRESPONDENCE DETAILS: 
 

Name:  Dr. Phillip M. Altman  

  Clinical Trial and Regulatory Affairs Consultant  

  Submissions Editor acting for and on behalf of the Co-Signatories  

Address: 20 Folly Point, Cammeray, NSW 2062 Australia 

Email:  phillip.altman@aussiebroadband.com.au 

All correspondence and notices to Dr. Altman (but copies to any and all co-signatory 

organisations and individuals as appropriate)  

 

 
 
 
8. DECLARATION: 
 

The factual matters stated in the report are, as far as I know, are true. 

I have made all inquiries, consisting of literature review, considered appropriate. 

There are no readily ascertainable additional facts which would assist me in reaching 

more reliable conclusions. 

The opinions stated in the report are genuinely held by myself, and 

The report contains reference to all matters I consider significant. 

 

 

 
  

Signature      26 September 2022 

       

Phillip M. Altman 

Clinical Trial & Regulatory Affairs Consultant 

Submitted for and on behalf of the Co-Signatories 
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INTRODUCTION 
 
9. The Poison Scheduling change for ivermectin announced 10 September 2021 

to effectively ban its off-label prescribing for the management of COVID-19 was 

part of a sweeping suite of harsh and extreme public health policies introduced 

or permitted to meet the challenges of the SARS-CoV-2 pandemic.  

 

10. In retrospect, many of the health policies adopted by Australia and elsewhere 

have either been shown to have failed (eg. COVID-19 vaccination to stop the 

spread of the virus) or have attracted widespread and ongoing expert criticism.  

 

11. One of the health policies which has been the focus of considerable criticism 

relates to the surprising lack of government advice, for the first time ever, that a 

potentially serious infectious disease should be treated as early as possible.  

Rather, the government advised, if one was infected, to isolate and wait for 

either eventual recovery or, if the infection became serious, affected individuals 

should be directed to hospital for management.  The government essentially 

ruled out early treatment of the infection in deference to a “vaccine-only” policy 

to meet the challenges of COVID-19.  Many clinicians did not agree with this 

policy and, as history has shown, it is possibly one of the biggest errors of 

judgement in relation to COVID-19 public health policy.   

 

12. As it turns out, the health policies developed by the U.S. CDC under the 

leadership of Dr. Fauci and Dr. Birx, which formed a template for a global 

pandemic response including that of Australia, were not based on data and 

science.  This was recently admitted: 

 

13. In Washington D.C. on 18th of August the US Center for Disease Control 

Director, Dr. Walensky, told employees:  “To be frank, we are responsible for 

some pretty dramatic, pretty public mistakes from testing, to data, to 

communications”. 

 

14. Dr. Deborah Birx, coordinator of the White House coronavirus task force, who 

set the strategies for early U.S. Covid responses, which were copied by much 

of the world, has publicly admitted to the poor quality of U.S. Covid data and 
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said “it was a pandemic driven by assumptions and perceptions, rather than 

data and science” 

 

15. It is apparent now that the change to restrictive ivermectin Poison Scheduling 

was part of the mistaken assumptions and perceptions in government COVID 

health policy.   

 

16. One of the most regrettable statements ever made by the U.S. Food and Drug 

Administration (FDA) was made on 21 August 2021 when it posted a link on 

Twitter saying “Why you should not use ivermectin” webpage with the message 

“You are not a horse.  You are not a cow.  Seriously, y’all. Stop it”2.  

 

17. This FDA public statement was made despite the well-known safety record of 

ivermectin.  In fact, the Chief Medical Officer for England, Professor Sir 

Christopher Whitty, has previously stated “The drug has proven to be safe. 

Doses up to 10 times the approved limit are well tolerated by healthy volunteers.  

Adverse reactions are few and usually mild.” 3   

 

18. Some Australian Chief Health Officers publicly used exaggerated claims of 

ivermectin toxicity, calling it a dangerous horse de-worming medication 

unsuitable for human use. It is inconceivable that these senior health officials 

could be so ill-informed of the safety record and importance of ivermectin in 

modern medicine.  The most generous and likely interpretation of this 

regrettable statement is that this claim was made to encourage vaccination 

uptake.  Statements like this have never been retracted or corrected despite the 

fact that ivermectin is considered to be one of the safest and most valuable 

drugs used in medicine and is nominated by the World Health Organisation 

(WHO) to be an essential drug,  with billions of doses used worldwide over 

several decades.   

 
2 U.S. FDA, Twitter, https://twitter.com/us_fda/status/1429050070243192839?lang=en  
3 Chaccour, C., Lines, J. & Whitty, C. J. M. (2010). Effect of Ivermectin on Anopheles gambiae Mosquitoes Fed 
on Humans: The Potential of Oral Insecticides in Malaria Control. Journal of Infectious Diseases, 202, 113-116. 
doi: 10.1086/653208.  https://academic.oup.com/jid/article/202/1/113/888773 
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19. However, if it was the intent of the TGA to pause the availability of ivermectin 

for early treatment until more recognised anti-viral agents became available, 

then the change in scheduling, by all accounts, has achieved its goal with the 

current availability of both molnupiravir and Paxlovid and the scheduling of 

ivermectin should now revert to its previous pre-pandemic listing with the 

removal of Appendix D, Item 10.   

 

20. The invitation represents a laudable step to remedy a serious error in health 

policy.   Whether the highly restrictive but ill-advised prescribing of ivermectin 

via the addition of Amendment D, Item 10 to the Poison Scheduling was made, 

primarily, in good faith to drive COVID-19 vaccination uptake by the population 

using an ill-founded claim relating to the lack of safety or whether this change 

was made under international pressure by the pharmaceutical industry to 

develop and market new oral agents at higher costs and to harmonise with a 

similar ban or restriction on ivermectin prescribing in the U.S and elsewhere, 

remains a matter of speculation.  The important thing is that this review of the 

restrictive prescribing of ivermectin is now being made by the Australian 

Government and should be applauded.   

 

21. Any casual observer of the official TGA Consultation invitation might be misled 

into assuming this initiative to review the Poison Scheduling of ivermectin was 

initiated in response to a single recent submission by general practitioner 

doctor.  This is incorrect. 

 

22. In fact, there have been a large number of written communications and 

submissions by many experts, including some of Australia’s most eminent 

clinicians, over the course of the pandemic which have sought to place evidence 

before the health authorities regarding the safety of ivermectin, to argue for the 

removal of restrictive prescribing and to reinstate the long-standing principles 

embodied in the sanctity of the doctor-patient relationship.   

 

23. Examples of previous attempts to urge a change in the restrictive prescription 

policy for ivermectin consist of two open letters directed to the Australian 

National Covid Clinical Evidence Taskforce dated 21 August 2021 and 14 
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October 2021 which form part of these submissions.  In addition, there was an 

Australian Government Parliamentary Petition to normalise the Poison 

Scheduling of ivermectin which attracted more than 100,000 signatures (Petition 

EN3364 – The Ivermectin Ban – An Authoritarian Threat to Public Health) – 

none of which have been seen to warrant a response to date.   

 

24. In addition, there have been appeals for a return to a common-sense approach 

regarding ivermectin prescribing directed to head of the TGA in multiple private 

communications including those from Prof. Wendy Hoy AO FAA FRACP, 

Professor of Medicine, University of Queensland and authoritative public 

statements made in the print media by Emeritus Professor Robert Clancy AM 

DSc FRACP FRS(N).  An “Ivermectin Statement” signed by a large number of 

medical and scientific experts which supported the removal of extreme 

restrictions on ivermectin prescribing was also widely distributed to Australia’s 

health officials.       

 

25. It is hoped that these Submissions will be received and treated with the respect 

it deserves as it presents a compelling case, supported by many health 

professionals, to reverse the extreme restrictions on the prescribing of 

ivermectin and normalise its Poisons Scheduling consistent with its important 

place in medicine.    
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PROPOSED AMENDMENT TO THE SCHEDULING OF IVERMECTIN 
 

26. It is proposed to delete Appendix D, Item 10 listing in Schedule 4 for ivermectin. 

 

All other listing details for ivermectin in Schedules 5 and 7 to remain the same.  

 

Appendix D, Item 10 currently reads as follows: 

 
10. Poisons available only when prescribed or authorised for:  

 (1)  

an indication that is accepted by the Secretary of the Australian Government Department 
of Health in relation to the inclusion of ivermectin in tablet dosage form in the Australian 
Register of Therapeutic Goods (an approved indication); or  

Note: Approved indications are shown in the public summary of the Australian Register of 
Therapeutic Goods on the Therapeutic Goods Administration website at www.tga.gov.au.  

 (2)  

an indication that is not an approved indication, when the preparation is prescribed or 
authorised by a medical practitioner registered under State or Territory legislation that 
forms part of the Health Practitioner Regulation National Law, as a specialist in any of the 
following specialties or fields of specialty practices:  

(a) dermatology; 
(b) gastroenterology and hepatology; 
(c) infectious diseases; 
(d) paediatric gastroenterology and hepatology; I paediatric infectious diseases; or  

 (3)  use in a clinical trial that is approved by, or notified to, the Secretary of the Australian 
Government Department of Health under the Therapeutic Goods Act 1989.  

  IVERMECTIN in preparations for oral administration for human use  
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REGULATORY BACKGROUND TO THE INTRODUCTION OF APPENDIX D, 
ITEM 10 RESTRICTION TO THE PRESCRIBING OF IVERMECTIN 

 
27. At the 35th meeting of the Advisory Committee on Medicines Scheduling (8 

September 2021, TRIM Reference no. D21-3074411), the Minister’s Delegate 

presented a discussion paper detailing concerns regarding the increased off-

label prescribing of oral ivermectin for the prevention and treatment of COVID-

19 and requested an urgent scheduling amendment to place prescribing 

controls on the supply of oral ivermectin4.  Certain observers to this meeting 

included individuals with a stated conflict of interest but were allowed to 

participate in the meeting.  The meeting minutes retrieved under Freedom of 

Information were heavily redacted.  The subsequent Decision to restrict the off-

label prescribing of oral ivermectin was issued on 10 September 20215,6. 

 

28. The stated reasons for the Scheduling change to introduce restrictive 

prescribing of ivermectin were as follows: 

 

a) “persons taking ivermectin in an effort to prevent COVID-19 consider 

 themselves to be protected against the disease, elect not to be vaccinated as 

 part of the national COVID-19 vaccination program”….. 

b) “it is possible that oral ivermectin will be in shortage in Australia” [if used to 

 manage COVID-19]. 

 and 

c) “Oral ivermectin also has the potential to cause severe adverse events in 

 persons, particularly when taken in high doses that have recently been 

 described in social media and other sources for the prevention or treatment of 

 COVID-19 infection”. 

 

29. The stated Scheduling change was not made because ivermectin was 

considered ineffective in the treatment of COVID-19 but rather because such 

 
4 Record of the 35th meeting of the Advisory Committee on Medicines Scheduling 08 September 2021.  
Confidential – Official use only: Information retrieved under Freedom of Information (redacted to remove 
names of participants) 
5 Poisons Standard Amendment (Ivermectin) instrument 2021 – Authorised Version Explanatory Statement 
registered 10/09/2021 to F2021L01253 
6 Notice of an amendment to the current Poisons Standard under paragraph 52D(2)(a) of the Therapeutic 
Goods Act 1989 
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use might dissuade vaccine uptake by the community, a shortage of ivermectin 

for approved uses might eventuate and because of a potential but 

unsubstantiated belief that ivermectin might cause serious adverse effects if 

used in high doses.  

 
30. The logic and rationale in relation to a) and b) remain in the domain of 

hypothetical and strategic government health policy and are not directly related 

to the usual safety and efficacy issues which would normally underpin a review 

of the use of any therapeutic in sofar as Poisons Scheduling is concerned.  

Introduction of Poison Scheduling Appendix D, item 10 represented a clear 

historical departure from conventional scheduling considerations where 

decisions were made primarily on safety and efficacy and not primarily intended 

to restrict the prescribers ability to employ off-label prescribing where it was 

considered justifiable and appropriate.  

 

SCOPE OF THE SUBMISSIONS 
 

31. These Submissions will focus on the safety aspects of ivermectin as this relates 

to public health.  Published documents and references regarding the clinical 

efficacy of ivermectin in the management of COVID-19 are submitted for 

background purposes due to their relevance in relation to safety.  It should be 

recognised that reasons a) and b) (above) underpinning the change in 

ivermectin scheduling no longer apply as the government claims7 more than 

95% of the over 18 years of age population in Australia have now been 

vaccinated and ivermectin supply has not been reported to be a problem in 

Australia or world-wide.   

 

32. While these Submissions will focus upon the safety aspects of ivermectin (the 

one remaining reason why Appendix D, Item 10 was introduced), pivotal clinical 

trial studies, meta-analyses and commentary on such studies have been 

included as this information provides valuable background information which 

impacts any consideration of ivermectin safety. 

 

 
7 Australian Government Department of Health and Aged Care: Covid-19 vaccines 
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33. These Submissions are not intended to be a comprehensive or systematic 

review of the literature but focuses on key papers and reviews which should 

assist the TGA in evaluating the proposed normalisation of the Poison 

Scheduling for ivermectin.   

 

34. In addition, these Submissions will not address the related, but extremely 

important, ethical and professional considerations regarding the sacred doctor-

patient relationship as this was not stated as a reason for the restrictions placed 

on ivermectin prescribing.   

 
 
RATIONALE FOR DELETING APPENDIX D, ITEM 10 FROM THE CURRENT 
SCHEDULING  
 

35. Initially, little was known about the aetiology and pathophysiology of COVID-19.  

Clinicians were presented with a new, rapidly spreading pathogenic virus which 

was predicted to have a dramatic impact on the world’s population.  

 

36. The potential usefulness of revolutionary, but unproven mRNA gene-based 

vaccines was believed to be the best answer to the pandemic.  Rightly or 

wrongly, a “vaccine-only” policy was promulgated worldwide which excluded 

early potential treatment with any existing therapeutics including ivermectin and 

other therapeutics despite considerable published evidence that ivermectin 

could be used safety and effectively.  Surprisingly, it was the only time it has 

ever been officially recommended that a serious infection not be treated as soon 

as possible.  The off-label use of ivermectin, according to government policy 

makers, presented a threat to the implementation of the vaccine-only policy. 

 

37. In an attempt to dissuade the use of ivermectin, a media-wide campaign was 

commenced to suggest that ivermectin posed serious toxicological concerns 

which would outweigh any potential benefit.  However, documented evidence 

over decades of usage showed that ivermectin was a drug with a wide 

therapeutic margin of safety – in fact, much safer than commonly used non-

prescription drugs such as paracetamol.  Previously, the TGA itself has 

acknowledged this wide margin of safety. 
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38. However, for completeness and with some reluctance, the Co-Signatories need 

to mention the medical literature has become a battleground with vested 

commercial interests behind various publications aiming to undermine the 

perceptions of safety and efficacy of ivermectin.  The Co-Signatories have made 

a special point of including such publications in these Submissions and has 

provided comment so as to enable a proper and balanced appraisal of the safety 

and efficacy of ivermectin as it relates to Poisons Scheduling.  

 

39. In these Submissions, the Co-Signatories will rely upon the following: 

 

a) extensive toxicological and clinical safety data in relation to ivermectin 

b) meta-analyses and reviews of the published medical literature concerning 

 clinical trials of ivermectin  

c) individual important clinical studies of ivermectin (several of these studies have 

 become available subsequent to the imposition of restrictive ivermectin 

 prescribing  

d) accounts of the successful national ivermectin programs used by several 

 countries in relation to COVID-19 

e) specific rebuttals in response to key publications which purport to argue against 

 the safe and effective use of ivermectin 

 

40. The evidence will show that ivermectin is a particularly safe therapeutic agent 

and its restrictive Poisons Scheduling embodied in Appendix D, Item 10 is 

unwarranted and needs to be amended in the national interest as soon as 

possible.  These Submissions focus on the safety aspects of ivermectin and 

have not been designed as Submissions to support any additional therapeutic 

indication, however, a number of key clinical studies and meta-analyses have 

been included in these Submissions insofar as they also relate to safety and 

provide some guidance in relation to common dosages employed.  

 

41. Apart from the evidence presented in these Submissions regarding the intrinsic 

and relative safety of ivermectin, it needs to be recognised that there is both 

substantial clinical interest and public awareness of the potential use of 

ivermectin.  The effective denial of supply, rightly or wrongly, has driven many 

to consider alternative sources of ivermectin (veterinary products, counterfeit 



 19 

products and overseas therapeutic products) which carry undetermined safety 

risks of their own.  The Co-Signatories argue that removal of Appendix D, Item 

10 of the Poison Scheduling will assist in the provision of medically supervised 

use by doctors and pharmacists to ensure patients receive adequate patient 

information and a product of reliable quality suitable for human use. 

 

IVERMECTIN – HISTORICAL PERSPECTIVE AND CLINICAL USE 
 

42. Professor Satoshi Omura, of the Kitasato Institute, discovered a group of 

pharmacologically active compounds in 1975 called ‘avermectins” from an 

unusual Streptomyces bacterium from the soil near a golf course along the 

Southeast coast of Honshu, Japan.  One of these compounds was ivermectin. 

 

43. Ivermectin became one of the most revolutionary drugs ever to be introduced 

into medicine.  Although first introduced to treat parasites in animals, ivermectin 

has been used in humans since the 1980s8.  Since then, ivermectin has 

dramatically improved the health and well-being of hundreds of millions of 

people mainly in relation to the effective management of parasitic diseases 

including river blindness and lymphatic filariasis – two of the most disfiguring 

diseases afflicting the world’s poor.  Later the use of ivermectin was expanded 

to include the treatment of scabies and lice. 

 

44. Ivermectin has long since been approved as an antiparasitic by the World Health 

Organisation (WHO) and the U.S. Food and Drug Administration (FDA).  The 

WHO has also included ivermectin on its list of “Essential Medicines”9.   The 

importance of the drug to mankind was recognised by the award of the Nobel 

Prize in Medicine to the discovers in 201510. 

 

45. In the decade leading up to the COVID-19 pandemic, studies showed that 

ivermectin possessed wide-ranging pharmacological activity including antiviral 

 
8 Andy Crump & Satoshi Omura, Ivermectin: enigmatic multifaceted ‘wonder’ drug continues to surprise and 
exceed expectations, 70 The Journal Antibiotics 495, 495 (2017), available at 
https://www.nature.com/articles/ja201711.pdf  (hereinafter, “Crump, ivermectin”) 
9 World Health Organisation.  2021 List of Essential Medicines.  https://list.essentialmeds.org  Last visited 
15.9.22 
10 The Nobel Prize, Press Release for The Nobel Prize in Physiology or Medicine 2015 (Oct. 5, 2015, 
https://www.nobelprize.org/prizes/medicine/2015/press-release Last visited 15.9.22 
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activity against several RNA viruses11.  In addition, ivermectin was also reported 

to possess useful anti-inflammatory activity12.  Subsequently, doctors have 

been using ivermectin to treat “rosacea, a chronic inflammatory disease” that 

manifests itself as a reddening of the face and the FDA has approved ivermectin 

for that purpose13.  The potential usefulness of ivermectin in the management 

of inflammatory airway disease was also recognised14.  In more recent times, 

there has been intense interest and research regarding the potential use of 

ivermectin in the management of COVID-19. 

 

IVERMECTIN SAFETY AND TOXICOLOGICAL INFORMATION 

 
46. The U.S. National Institute of Health (NIH) has recognised that “ivermectin has 

been widely used and is generally well tolerated”15.  A recent systematic review 

stated “ivermectin at the usual doses…is considered extremely safe for use in 

humans”16.  Ivermectin was added to the 2018 Essential Medicine list for use in 

scabies and in supporting the application for inclusion in the list, the WHO 

concluded that the adverse events associated with ivermectin are “primarily 

minor and transient”17.  The most recent Australian Public Assessment Report 

for Ivermectin regarding the safety and efficacy of ivermectin by the TGA in 

relation to use in scabies found no safety concerns at even 10 times the (then) 

current approved dose of 200ug/kg18.  The report said: 

 

 
11 Pierre Kory et al, Review of the Emerging Evidence Demonstrating the Efficacy of Ivermectin in the 
Prophylaxis and Treatment of COVID-19, 28 American Journal of Therapeutics 299, 301 (2021), available at 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8088823/ Last visited 15.9.22 
12 Crump, ivermectin, supra, at 499 
13 Leon H. Kircik et al., Over 25 Years of Clinical Experience with Ivermectin: An overview of Safety for an 
increasing Number of Indications, 15 Journal of Drugs in Dermatology 325, 325 (Mar. 2016), available at 
https://jddonline.com/articles/dermatology/S1545961616P0325X Last visited 15.9.22 
14 Crump, ivermectin, supra at 499 
15 National Institutes of Health, COVID-19 Treatment Guidelines: ivermectin, 
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ivermectin/ Last visited 15.9.22 
16 Andrew Bryant et al., Ivermectin for Prevention and Treatment of COVID-19 Infection: A Systematic Review, 
Meta-analysis, and Trial Sequential Analysis to Inform Clinical Guidelines, 28 American Journal of 
Therapeutics 434, 435 (Jul./Aug. 2021), available at 
https://journals.lww.com/americantherapeutics/fulltext/2021/08000/ivermectin for prevention and treatment 
of.7.aspx. Last visited 15.9.22.  Hereafter “Bryant ivermectin”. 
17 WHO Expert Committee on the Selection and Use of Essential Medicines:  Application for inclusion of 
ivermectin on the WHO Model List of Essential Medicines (EML) and Model List of Essential Medicines for 
Children (EMLc) for the indication of Scabies at 19 (Dec. 2018) 
18 Australian Public Assessment Report for Ivermectin – October 2013 https://www.tga.gov.au/auspar/auspar-
ivermectin  
 



 21 

47. “The sponsors have only provided one new study (066) in 40 healthy subjects 

which showed good tolerability and no safety concerns at doses ranging from 

30 to 120 mg, that is, up to 10 times the proposed dose of 200 μg/kg for 

treatment of scabies.” 

 

48. “Ivermectin has been used extensively to treat 6 million people in 30 countries 

for onchocerciasis caused by the filarial worm Onchocerca volvulus. Ivermectin 

also has proven effective for the human diseases, loiasis, strongyloidiasis, 

bancroftian filariasis and cutaneous larva migrans. Several studies have now 

evaluated ivermectin for human scabies. There were no significant safety 

concerns reported with the use of ivermectin in any of the scabies studies to 

date, except for one report of fatal complications in patients from a long-term 

care facility but these were not confirmed in other studies.”  

 and 

49. “The most comprehensively reported safety data came from the PK study 

conducted in healthy volunteers (Study 066). In this study oral ivermectin 

administered in multiple doses of up to 60 mg given 3 times a week or in single 

doses of up to 120 mg (which is approximately 10 times the proposed dose of 

200 μg/kg for treatment of scabies) was generally well tolerated, with no 

evidence of mydriatic effect or other neurological toxicity. The most commonly 

reported clinical AE was headache, which occurred in equal proportions of 

ivermectin and placebo treated subjects. Other AEs, reported in single subjects 

in each group, were nausea, dizziness and rash. No serious AEs were 
reported in the study. The clinical evaluator found there were no 
significant safety concerns reported with the use of ivermectin in any of 

the published scabies studies, except for one report of fatal complications in 

elderly patients from a long-term care facility. However, Barkwell’s findings were 

not confirmed in subsequent studies, some of which used even higher doses of 

ivermectin. Overall, the adverse event profile for ivermectin use in treatment of 

scabies appeared to be similar to that observed for other indications for which 

it is approved. In the published randomised clinical trials the main adverse 

events were headache, abdominal pain, mild diarrhoea and rash. Post 

marketing data were also provided in the form of a PSUR, covering the period 
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April 2010 to April 2011. During the reporting period an estimated 1,423,010 
patient treatment courses were administered for all indications.” (bolding 

added for emphasis).  

 

50. An expert toxicological review report based on over 500 articles up to February 

202119 stated the following:   

 

51. “The present extensive review of adverse events reportedly associated with 

ivermectin treatment for therapeutic or prophylactic purpose did not reveal any 

significant cause for concern. Indeed, with the notable exception of patients with 

parasitic diseases such as Onchocerciasis or Loa-Loa microfiliaris, serious 

adverse events temporarily associated with ivermectin were very infrequent. In 

fact, adverse events were mainly mild to moderate and infrequent. This is 

confirmed by results reported in patients with scabies or human beings without 

any ongoing parasitic disease.” 

 and 

52. “Hundreds of millions of human subjects have been treated with ivermectin for 

curative or prophylactic purposes worldwide over the last 3 decades. The 

reference list of this report demonstrates that a large body of data is available, 

which allows for a detailed analysis of ivermectin medical safety. Undoubtedly, 

uncertainties remain regarding ivermectin pharmacological effects and 

mechanisms of action, but when removed, this is not anticipated to alter the 

main conclusions of this report in any significant way as they rely on an 

extensive and consistent body of medical publications.”  

 

53. “Taking into account all the above, the author of the present analysis of the 

available medical data concludes that the safety profile of ivermectin has so far 

been excellent in the majority of treated human patients so that ivermectin 

human toxicity cannot be claimed to be a serious cause for concern.”  

 

 
19 Descotes, J. Expert Review Report – Medical Safety of Ivermectin.  3 March 2021 
https://www.medincell.com/wp-content/uploads/2021/03/Clinical_Safety_of_Ivermectin-March_2021.pdf 
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54. An Opinion written by the U.S. Nebraska State Attorney General’s Office (14 

October 2021) provided a detailed analysis of the arguments regarding 

ivermectin and off-label prescribing which are instructive20, a copy of which 

forms Annexure 1 to these Submissions, which Opinion the Co-Signatories wish 

to rely upon in full as it pertains to ivermectin. 

 

55. The opinion stated in part: 

“For more than three decades, ivermectin has also shown itself to be very safe.  

Indeed, the National Institutes of Health (NIH) recognize that “ivermectin has 

been widely used and is generally well tolerated21.  One recent systematic 

review similarly states that “ivermectin” at the usual doses….is considered 

extremely safe for use in humans22.  Other studies have noted that the medicine 

“has an established safety profile for human use”23 and it “provide[s] a high 

margin of safety for a growing number of indications”24.  Notably, a December 

2018 WHO-supported application to add ivermectin as an essential medicine for 

scabies reviewed the data and concluded that the adverse events associated 

with ivermectin are “primarily minor and transient”25. 

 and 

56. “The available data support this conclusion.  The WHO’s VigiAccess database, 

which compiles adverse drug reactions from throughout the world, breaks down 

the reported side effects for drugs into different categories.  The largest reported 

categories for ivermectin include skin issues, headaches, dizziness and 

gastrointestinal disturbances such as diarrhea and nausea.  The NIH confirms 

that ivermectin’s primary adverse side effects “include dizziness, pruritis [itchy 

skin], nausea or diarrhea”.  And a recent review of ivermectin similarly describes 

 
20 U.S. State of Nebraska, Office of the Attorney General.  Prescription of Ivermectin or Hydroxychloroquine as 
Off-Label Medicines for the Prevention or Treatment of Covid-19.  14 October 2021.  No. 21-017 
21 National Institutes of Health, COVID-19 Treatment Guidelines: Ivermectin, 
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ivermectin/ (last visited 18 Sept. 
2022) 
22 Bryant, Ivermectin, supra, at 435 
23 U.S. Nebraska State Attorney General opinion.  Prescription of Ivermectin or hydroxychloroquine as Off-
Label medicines for the Prevention or Treatment of Covid-19.  14 October 2021 
https://ago.nebraska.gov/sites/ago.nebraska.gov/files/docs/opinions/21-017_0.pdf  
24 Kircik, Ivermectin, supra, at 325 
25 WHO Expert Committee on the Selection and Use of Essential Medicines:  Application for inclusion of 
ivermectin on the WHO Model list of Essential Medicines (EML) and Model List of Essential Medicines for 
Children (EMLc) for the indication of Scabies at 19 (Dec. 2018) 
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the common side effects as “itching, rash, swollen lymph nodes, joint pain, fever 

and headache.” 

 and 

57. “The data show not only that the adverse side effects are minor, but also that 

the percentage of people who report experiencing any adverse events is 

vanishingly small.  The latest statistics available through VigiAccess report only 

5,674 adverse drug reactions from ivermectin between 1992 and October 13, 

202126.  This number is incredibly low considering that “more than 3.7 billion 

doses” of ivermectin have been administered to humans worldwide since the 

1980s.” 

 and 

58. “To illustrate the safety of ivermectin, compare its VigiAccess report to that of 

remdesivir, an FDA-approved treatment for COVID-19.  Remdesivir was not 

released for widespread use until 2020.  Yet in the short period of time that it 

has been on the market, people have reported at least 7,491 adverse drug 

reactions on VigiAccess, more than ivermectin has registered over the last 30 

years.  What’s more, serious adverse reactions from remdesivir are reported in 

high numbers.  For example, in less than two years, those who have used 

remdesivir have reported over 560 deaths, 550 serious cardiac disorders (such 

as bradycardia and cardiac arrest), and 475 acute kidney injuries.  Since that 

safety profile is sufficient to retain FDA approval, ivermectin’s safety record 

cannot reasonably be questioned.”  

 

59. The safety and pharmacokinetics of ivermectin, administered in higher and/or 

more frequent doses than currently approved for human use, were evaluated in 

a double-blind, placebo-controlled, dose escalation study in 200227.	 

 

 
26 VigiAccess, Uppsala Monitoring Centre, WHO Collaborating Centre for International Drug Monitoring, 
http://vigiaccess.org/   
27 Guzzo, C.A. et al.  Safety, Tolerability, and Pharmacokinetics of Escalating High Doses of Ivermectin in 
Healthy Adult Subjects.  J Clin Pharmacol 2002;42:1122-1133. https://pubmed.ncbi.nlm.nih.gov/12362927/  
(last visited 18 Sept. 2022) 
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60. In contrast to the current recommended single doses of ivermectin for parasitic 

indications (about 200ug/kg), this study employed both single and multiple 

doses with an upper single dose of 120mg.  Safety assessments addressed 

both known ivermectin CNS effects and general toxicity.  The report stated:  

 

61. “The primary safety endpoint was mydriasis, accurately quantitated by 

pupillometry.  Ivermectin was generally well tolerated, with no indication of 

associated CNS toxicity for doses up to 10 times the highest FDA-approved 

dose of 200ug/kg.” …”This study demonstrated that ivermectin is generally well 

tolerated at these higher doses and more frequent regimens.” 

 

62. An important systematic review including a meta-analysis of the safety of 

ivermectin for various parasitic infections following single high dose ivermectin 

(up to 800ug/kg or four times the recommended dose) has provided evidence 

of the wide margin of safety of this widely used drug28.  The results and 

conclusions were summarised as follows: 

 

63. “Results: The systematic search identified six studies for inclusion, revealing no 

differences in the number of individuals experiencing adverse events. A 

descriptive analysis of these clinical trials for a variety of indications showed no 

difference in the severity of the adverse events between standard (up to 400 

lg/kg) and higher doses of ivermectin. Organ system involvement only showed 

an increase in ocular events in the higher-dose group in one trial for the 

treatment of onchocerciasis, all of them transient and mild to moderate in 

intensity.”  

 

64. “Conclusions: Although within this review the safety of high-dose ivermectin 

appears to be comparable to standard doses, there are not enough data to 

support a recommendation for its use in higher-than-approved doses. Ocular 

adverse events, despite being transient, are of concern in onchocerciasis 

patients. These data can inform programme managers and guide operational 

 
28 Navarro, M. et al: Safety of high-dose ivermectin: a systematic review and meta-analysis. J Antimicrob 
Chemother 2020; 75: 827–834  doi:10.1093/jac/dkz524 Advance Access publication 20 January 2020.   
https://academic.oup.com/jac/article/75/4/827/5710696 
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research activities as new approaches for the use of ivermectin are evaluated.	
“ 
 

65. A recent clinical trial using ivermectin for the management of 34 severe hypoxic 

COVID-19 patients warrants special mention as it provides both useful high 

dose ivermectin safety data as well as impressive oxygen saturation data29.  

Remarkably, all but three of these 34 patients had significantly increased SpO2 

values within 24 hours after the first ivermectin dose.  However, in relation to 

safety the authors stated: 

 

66. “As evidence of IVM safety and tolerability accrued following its use beginning 

in August 2020, its stat dose of 10 mg as used for the earliest patients was 

increased on 11 September 2020 to 10–12 mg every four days for three doses. 

Subsequently, the dosage was further increased to 12 mg IVM on the day of 

admission and then on Days 4 and 8 plus doxycycline (100 mg b.i.d.) and zinc 

sulfate (60 mg/day). The latter regimen was used up through December 2020, 

when the second pandemic wave emerged in Zimbabwe. At that time, additional 

evidence of the safety and tolerability of this regimen supported further dose 

escalation to a standard IVM dose regimen of 12 mg daily for five consecutive 

days, with adjunct use of doxycycline and zinc sulfate continued at the doses 

noted. In some cases, for which this standard treatment regimen did not yield 

significant clinical gains within a few days, even higher doses of IVM were used, 

in some cases as high as 100 mg for a single dose. Transient adverse effects 

(Aes) such as blurred vision characteristic of high-dose IVM often occurred at 

those dose levels, but no serious AEs [adverse effects] associated with IVM 

were manifested in any patient. “ 

 

 
29 Stone, J.C. et al: Changes in SpO2 on Room Air for 34 Severe COVID-19 Patients after Ivermectin-Based 
Combination Treatment: 62% Normalization within 24 Hours. Biologics 2022, 2, 196–210. 
https://doi.org/10.3390/biologics2030015  . https://www.mdpi.com/2673-8449/2/3/15  
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67. Similarly impressive clinical efficacy results using ivermectin for the 

management of COVID-19 were reported in another study30.  In relation to the 

important issue of ivermectin safety the authors commented: 

 

68. “Five such studies for IVM treatment of COVID-19 recently published in top-tier 

medical journals have all shown multiple clinical benefits for IVM versus 

controls, most of these with high statistical significance on the order of p < 0.002 

[6–10]. At much greater than the standard single anti-parasite dose of 200 

μg/kg, IVM is well tolerated [11,12] and has been used in RCTs for COVID-19 

treatment at cumulative doses of 1500 μg/kg [13] and 3000 μg/kg [14,15] over 

4 or 5 days either without or with mild and transient adverse effects. Not 

surprisingly, IVM has become extensively used in the prevention and early 

disease management of COVID-19, particularly in non-Western 

countries.”[references omitted]  

 

COMPARATIVE SAFETY INFORMATION REGARDING MOLNUPIRAVIR AND 
PAXLOVID 

69. Any consideration of the normalisation of Poison Scheduling of ivermectin would 

be incomplete without regard to the clinical juxtaposition of an assessment of 

the safety of the recently “Provisionally Approved” anti-virals, molnupiravir and 

Paxlovid, which have a vastly inferior and uncertain safety record by comparison 

to ivermectin31. 

 

70. Molnupiravir is an old drug which has been repurposed to treat COVID-19. 

Previously, commercial interest was abandoned in this drug due to concerns 

regarding its mutagenic potential32 (cancer risk or transgenerational pathology) 

 
30 Hazan, S. et al: Effectiveness of ivermectin-based multidrug therapy in severely hypoxic, ambulatory 
COVID-19 patients.  Future Microbiol. 2022 Mar;17:339-350. doi: 10.2217/fmb-2022-0014. Epub 2022 Feb 9.  
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8826831/  
31 Clancy, R.: The Suppression of Useful COVID-19 Treatments.  Quadrant, 8 August 2022. 
https://quadrant.org.au/opinion/public-health/2022/08/the-suppression-of-useful-covid-19-treatments/  
32 Zhou, S. et al: β-d-N

4
-hydroxycytidine Inhibits SARS- CoV-2 Through Lethal Mutagenesis but Is Also 

Mutagenic to Mammalian Cells. Journal of Infectious Diseases, 2021:224 (1 August) pp415-419. 
https://pubmed.ncbi.nlm.nih.gov/33961695/  
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and concerns regarding disappointing clinical efficacy; both resulting in the 

failure to achieve registration approval in a number of countries. 

 

71. Paxlovid, containing a combination of the antiviral nirmatrelvir, a protease 

inhibitor, and ritonavir, a cytochrome P450 pathway inhibitor, was also 

Provisionally Approved for the treatment of COVID-19.  However, initial clinical 

efficacy claims could not be supported, rebound infection was reported and 

ritonavir is associated with serious toxicity including known toxicity to the liver33 

and fatalities have been reported34. 

 

72. Ivermectin, in contrast to these two antiviral medications, has a much wider 

therapeutic index and has a relatively high level of safety following many years 

of use in many millions of individuals treated for parasitic infections such as river 

blindness.  It should also be noted, in contrast to ivermectin, that these two 

“Provisionally Approved” antivirals have been used in COVID-19 based on 

relatively limited clinical safety and efficacy data.   

 

IVERMECTIN CLINICAL STUDIES AND META-ANALYSES FOR UNAPPROVED 
INDICATIONS – SUBMITTED AS EVIDENCE OF CLINICAL SAFETY 
 
73. The circumstances surrounding the amended Poison Scheduling of ivermectin 

were as unprecedented as was the level of clinical interest and research in the 

use of ivermectin since the COVID-19 pandemic began. 

 

74. Since 2012, numerous in-vitro and in-vivo studies began to report the anti-viral 

and anti-inflammatory efficacy of ivermectin.  A review of the totality of evidence 

supporting ivermectin safety and efficacy derived from diverse sources was 

published in 202135  

 
33 Australian Product Information - Paxlovid. Version: pfppaxIt10122. 
https://www.tga.gov.au/sites/default/files/auspar-nirmatrelvir-ritonavir-220124-pi.pdf  
34 U.S. Prescribing Information - Norvir.  Revised June 2017.  
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/209512lbl.pdf  
35 Kory, P. et al: review of the Emerging Evidence Demonstrating the Efficacy of Ivermectin in the Prophylaxis 
and Treatment of COVID-19.  American Journal of Therapeutics: May/June 2021 - Volume 28 - Issue 3 - p 
e299-e318doi: 10.1097/MJT.0000000000001377 
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75. The dosages of ivermectin varied in relation to the dose per day and the number 

of days of dosing.  Generally, the most common dose was about 12mg or 

200ug/kg administered daily for up to about 5 days. 

  

76. This Kory et al meta-analysis concluded: 

 

“Meta-analyses based on 18 randomized controlled treatment trials of 

ivermectin in COVID-19 have found large, statistically significant reductions in 

mortality, time to clinical recovery, and time to viral clearance.  Furthermore, 

results from numerous controlled prophylaxis trials report significantly reduced 

risks of contracting COVID-19 with the regular use of ivermectin.  Finally, the 

many examples of ivermectin distribution campaigns leading to rapid 

population-wide decreases in morbidity and mortality indicate that an oral agent 

effective in all phases of COVID-19 has been identified.” 

 

77. Another significant meta-analysis appeared mid-202136.  Twenty-four 

randomized controlled trials involving 3406 participants met the review criteria 

for inclusion.  The authors concluded: 

 

 
https://journals.lww.com/americantherapeutics/fulltext/2021/06000/review_of_the_emerging_evidence_demon
strating_the.4.aspx  
36 see previously “Bryant ivermectin”. 
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78. “Moderate-certainty evidence finds that large reductions in COVID-19 deaths 

are possible using ivermectin.  Using ivermectin early in the clinical course may 

reduce numbers progressing to severe disease.  The apparent safety and low 

cost suggest that ivermectin is likely to have a significant impact on the SARS-

CoV-2 pandemic globally.”   

 

79. Following Bryant’s publication of his team’s review, the Elgazzar study, one of 

the randomised controlled trials included in the meta-analysis, was questioned 

and placed under review.  This issue has attracted considerable attention by the 

detractors of ivermectin in the literature.  This prompted the Bryant’s authors to 

reanalyze the data without the Elgazzar study but the review still found a clear 

result showing a 49% reduction in mortality in favour of ivermectin37.  The 

dosages of ivermectin again varied but were generally either similar to the 

current recommended single dose for parasitic infection or a multiple of two or 

three times higher with daily dosing up to 9 days implying a relatively wide 

margin of safety.  

 

80. A more recent meta-analysis of the clinical safety and efficacy may be found at 

ivmmeta.com which includes an analysis of 91 studies (of which 41 were 

randomized controlled trials involving 11,141 patients) as at 9 September 

202238.  This resource illustrates the high level of international interest in the 

clinical application of ivermectin for potential use in COVID-19. 

 

81. When taken in totality, the clinical data presented at ivmmeta.com presents a 

compelling case for the safety and efficacy of ivermectin and more than 20 

countries (including India, Mexico, regions of Peru, Argentina, Japan, 

Dominican Republic and Brazil) have adopted ivermectin for the management 

of COVID-19.  Collectively, the studies strongly suggest that “ivermectin 

reduces the risk for COVID-19 with very high confidence for mortality, 

ventilation, ICU admission, hospitalization, progression, recovery, [number of] 

cases, viral clearance, and in pooled analysis.”  Meta-analysis using the most 

 
37 Bryant, A et al.  Letter to the Editor: Ivermectin for Prevention and Treatment of COVID-19 Infection: A 
Systematic Review, Meta-analysis and Trial Sequential Analysis to Inform clinical Guidelines. 28 American 
Journal of Therapeutics 573, 573 (Sept./Oct. 2021), available at https://covid19criticalcare.com/wp-
content/uploads/2021/09/Response-to-Elgazzar.pdf 
38 Ivermectin for COVID-19: real-time meta analysis of 91 studies. Covid Analysis, Sept. 9 2022 Version 198.  
www.Ivmmeta.com   
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serious outcome measure shows 62% [57-70%] and 83% [74-89%] 

improvement for early treatment and prophylaxis”.    

 

82. In a mini-review of ivermectin safety in the treatment of COVID-19 it was 

concluded that ivermectin “has been safely used in 3.7 billion doses since 1987” 

and that the medicine has been “used without serious [adverse effects] in 

multiple COVID-19 studies39.   

 

83. An Australian perspective referred to as the “Ivermectin Statement”, supported 

by several concerned health professionals, supported the use of ivermectin both 

alone and in combination with other therapeutic agents40.  The Statement 

concluded:  

 

“The information presented in this statement clearly shows the benefit of 

ivermectin for a prophylactic role in Covid-19, and the value of using ivermectin 

for early and established Covid-19 infections.” 

 

84. The published report of Stone et al41 (previously referred to above in relation to 

safety at paragraphs 64-65) warrants repeated mention in that this highly 

monitored clinical study eloquently illustrates why there is continued and 

justifiable clinical interest in ivermectin. Dramatic overall improvement in oxygen 

saturation, an important recovery metric, in 34 ivermectin treated COVID-19 

patients, as presented in the figure below, underscores the legitimacy of 

clinician interest in exploring alternate therapeutic approaches to COVID.  

 
39 Alessandro D. Santin et al: ivermectin: a multifaceted drug of Nobel prize-honoured distinction with indicated 
efficacy against a new global scourge, COVID-19, New Microbes New Infections (Aug. 2021) at 
https://pubmed.ncbi.nlm.nih.gov/34466270/ 
40 Morris, P.: Repurposed drugs to treat Covid-19: Ivermectin.  July 22, 2022.  www.drphilipmorris.com   
41 Stone, J.C. et al (supra) at footnote 27 
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85. Despite more than 90 clinical trials being reported in the literature, there are no 

credible reports of serious or significant adverse events which would argue 

against the view that ivermectin, compared to almost all other drugs, should be 

considered a safe therapeutic agent with a wide therapeutic index.   

 

 

INTERNATIONAL REAL WORLD IVERMECTIN EXPERIENCE IN RELATION 
TO THE TREATMENT OF COVID-19 

 

86. In light of the very limited amount of controlled clinical trial safety data, 

international drug regulatory agencies have acknowledged as relevant and 

frequently referred to “real world” experience to support claims of safety relating 

to COVID-19 vaccination in children.   “Real world” data can, indeed, be useful 

given the obvious large sample sizes inherent in such data collection.  

 

87. In an early report of correlation between prophylactic ivermectin use and the 

suppression of COVID-19 incidence42, data was collected from countries which 

routinely deploy prophylactic chemotherapy (PCT) using various drugs including 

ivermectin.  The countries could be grouped into two categories: those which 

include ivermectin in their PCT and those which do not.  Data sources included 

 
42 Hellwig, A and Maia, A: A COVID-19 prophylaxis?  Lower incidence associated with prophylactic 
administration of ivermectin.  International Journal of Antimicrobial Agents 57 (2021 106248.   
https://pubmed.ncbi.nlm.nih.gov/33259913/ 
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the WHO and the COVID-19 portal published by Johns Hopkins University via 

the aggregated Worldometer database.  All data was current as of 20 October 

2020.  

 

88. The authors concluded: 

“Here, we show that countries with routine mass drug administration of 

prophylactic chemotherapy including ivermectin have a significantly lower 

incidence of COVID-19. Prophylactic use of ivermectin against parasitic 

infections is most common in Africa and we hence show that the reported 

correlation is highly significant both when compared among African nations as 

well as in a worldwide context.”   

89. Peru deployed mass ivermectin-based COVID-19 treatments from April 2020 

through November 2020 throughout its 25 States43. An analysis of the impact of 

ivermectin on excess deaths related to the pandemic showed the following:  

 

“The 25 states of Peru were grouped by extent of IVM distributions: maximal 

(mass IVM distributions through operation MOT, a broadside effort led by the 

army); medium (locally managed IVM distributions); and minimal (restrictive 

policies in one state, Lima). The mean reduction in excess deaths 30 days after 

peak deaths was 74% for the maximal IVM distribution group, 53% for the 

medium group and 25% for Lima. Reduction of excess deaths correlated with 

extent of IVM distribution by state with p<0.002 using the Kendall τb test. 

Nationwide, excess deaths decreased 14-fold over four months through 

December 1, 2020, after which deaths then increased 13-fold when IVM use 

was restricted under a new president.”  

90. A retrospective statistical analysis study of the impact of ivermectin against 

COVID-19 between the 31 onchocerciasis-endemic countries using the 

community-directed treatment with ivermectin (CDTI) and the non-endemic 22 

 
43 Chamie-Quintero J.J. et al: Ivermectin for COVID-19 in Peru: 14-fold reduction in nationwide excess deaths, 
p<0.002 for effect by state, then 13-fold increase after ivermectin use restricted (Mar. 2021). 
https://osf.io/9egh4/ 
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countries in Africa. The morbidity, mortality, recovery rate, and fatality rate 

caused by COVID-19 were calculated from the WHO situation report in Africa44. 

 The authors concluded: 

91. “The morbidity and mortality were statistically significantly less in the 31 

countries using CDTI. The recovery and fatality rates were not statistically 

significant difference. The average life expectancy was statistically significantly 

higher in the non-endemic countries.  The morbidity and mortality in the 

onchocerciasis endemic countries are lesser than those in the non-endemic 

ones. The community-directed onchocerciasis treatment with ivermectin is the 

most reasonable explanation for the decrease in morbidity and fatality rate in 

Africa. In areas where ivermectin is distributed to and used by the entire 

population, it leads to a significant reduction in mortality.” 

 

92. Real world data derived from Ivermectin National Treatment Programmes were 

also described in the Altman open letter of 14 October 2021 to the National 

Covid Clinical Evidence Taskforce (NCCET) in Appendix 1. 

 

93. In this open letter it was stated: 

 
 

 “In addition to the successful national treatment programmes in countries such 

 as Mexico, Argentina and Peru, the NCCET should now be aware of the 

 success in treating COVID-19 individuals with ivermectin in the Indian State of 

 Uttar Pradesh.”  

 

94. “Ivermectin based combination therapy was administered as early and 

preventative treatment in all family contacts as part of the “Uttar Pradesh Covid 

Control Model”.  Using this therapeutic approach, COVID-19 was virtually 

eliminated in a population of 230 million people with a vaccination rate of less 

than 6% (compares to the US fully vaccinated rate at the same time of 54%).  

This result is in direct contrast to the comparable State of Kerala, a small state 

 
44 Tanioka, H et al: Why COVID-19 is not so spread in Africa: How does Ivermectin affect it? 
Preprint.  Europe PMC.  26 March 2021. 
DOI: 10.1101/2021.03.26.21254377  https://europepmc.org/article/PPR/PPR303143  
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located in Southern India that is over-dependent on vaccines and restricted 

ivermectin use to more severe cases and late treatment if used at all.”  

 

95. The inescapable conclusion provided by the national ivermectin prophylactic 

campaigns is that ivermectin use correlates closely and consistently across 

many countries with a beneficial impact on COVID-19.  This important 

observation has been largely ignored to date in favour of highly restrictive 

ivermectin prescription policies in Australia and elsewhere which do not appear 

to be justifiable based on the known safety of this well-established therapeutic 

agent. A strictly controlled ambitious city-wide program in the Southern Brazilian 

city of Itajai involving 223,128 subjects, the relationship between progressive 

dose and regularity of dosing of reported reductions in COVID-19 infection, 

hospitalization and mortality rates previously observed by these same 

researchers, was explored45.  The study is of importance from both a safety and 

efficacy point of view in that the current recommended single dose of ivermectin 

of 0.2mg/kg/day was used but on two consecutive days every 15 days which 

represents a total drug exposure well beyond that commonly employed and a 

dose-response efficacy relationship was observed.   

 

 The researchers concluded: 

96. “The non-use of ivermectin was associated with a 10-times increase in mortality 

risk and a 7-times increased risk of dying from COVID-19, compared to strictly 

regular use of ivermectin in a dose of 0.2mg/kg for two consecutive days every 

15 days, in a prospectively, strictly controlled population. A progressive, dose- 

and regularity-response pattern for protection from COVID-19 related outcomes 

was observed and consistent across levels of ivermectin use and all outcomes, 

except for reduction in infection rate, that was significant and consistent, but 

irrespective of level of ivermectin use.” 

 

 

 
45 Kerr, L. et al: Regular Use of Ivermectin as Prophylaxis for COVID-19 led up to a 92% Reduction in COVID-
19 Mortality Rate in a Dose-Response Manner: Results of a Prospective Observational Study of a Strictly 
Controlled Population of 88,012 Subjects.  DOI: 10.7759/cureus.28624.   
https://www.cureus.com/articles/82162-ivermectin-prophylaxis-used-for-covid-19-a-citywide-prospective-
observational-study-of-223128-subjects-using-propensity-score-matching   
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CONTROVERSIAL EVIDENCE/REVIEWS NOT SUPPORTING THE CLINICAL 
EFFICACY OF IVERMECTIN FOR COVID-19 
 

97. Any review of matters relating to the amendment to the current Poisons 

Scheduling of ivermectin would not be complete without reference to meta-

analyses and papers which are not supportive in relation to the use of ivermectin 

in COVID-19 which have received considerable attention and warrant comment.   

It is important to note that this information focused on clinical efficacy and in no 

case was there material evidence suggestive of any safety concern. 

 

The TOGETHER TRIAL 

 

98. The efficacy of ivermectin in preventing hospitalization or extended observation 

in an emergency setting among outpatients with acutely symptomatic COVID-

19 was studied in 679 ivermectin treated patients and 679 placebo treated 

patients at a dose level of 400ug per kg for 3 days46.  The authors concluded 

that ivermectin did not result in a lower incidence of a composite outcome 

defined as medical admissions to a hospital due to progression of Covid-19 or, 

alternatively, prolonged emergency department observation.  This “composite" 

outcome measure was rejected as “inadequate” by both the FDA and NIH in the 

USA.  However, when the study was analysed “per protocol” (that is counting 

those who completed the trial according to the protocol), protection against 

admission to hospital was a statistically significant 60%.  This result 

demonstrating clinical efficacy was not reported in the published paper.  The 

critically important outcome of mortality is reported only for an Intention-To-Treat 

(ITT) group, for which meaningful comparison is invalidated by a wholly 

anomalous "apparent dropout rate" of 58% in the placebo arm, when per 

protocol compliance is considered. Anomalies of this magnitude essentially 

invalidate an ITT analysis and demand primary attention to the per 

protocol groups. Multiple requests for mortality data in the per protocol groups 

have however been denied; though clearly available, the data informing the 

effect on mortality remains unreported.  

 

 
46 Reis, G. et al: Effect of Early Treatment with ivermectin among Patients with Covid-19. N Engl J Med 386;18 
nejm.org may 5, 2022 https://www.nejm.org/doi/pdf/10.1056/NEJMoa2115869?articleTools=true   
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99. The authors of the TOGETHER TRIAL have thus far refused to provide de-

identified patient-level data, though promised in their Data Sharing 

Statement “immediately after publication” (30 March 2022), and have for several 

months mis-directed enquiries to a data repository (ICODA) which denies 

holding the data.  The journal (NEJM) which published the study has not to date 

responded to a letter requesting information from 66 senior international 

physicians and scientists47 and has declined to publish any of the many short 

(< 175 words) Letters to the Editor raising questions about this study. The study 

appears fraught with data irregularities, the lack of transparency and conflicts of 

interests which remain to be clarified.   

 

100. It is of some note that even at this relatively high dose, the incidence of all 

grades of adverse events for ivermectin were lower or about the same 

compared to placebo, raising the possibility of self-medication with over-the-

counter (OTC) ivermectin which is freely available in the study 

locale. Conducted in the midst of the emergence of the clinically 

aggressive “Gamma” or “Brazilian” variant, silent non-compliance with protocol 

by participants would be understandable, and a valid comparison with placebo 

requires concurrent recruitment, for which insufficient data are yet available to 

confirm. 

 

101. Similar concerns regarding data integrity and conflicts of interest in the literature 

with regard to generic drugs with potential therapeutic efficacy in the 

management of COVID-19 also occurred in the Surgisphere saga which 

resulted in an embarrassing retraction by The Lancet48 and parallel papers in 

NEJM.  Unless and until the promised de-identified data set is openly released, 

this study violates too many norms of scientific conduct to be considered 

reliable. 

 

 

 
47 Letter from 66 scientists and physicians to the co-authors of Reis et al.  2022 and to others as identified in 
the correspondence, as emailed on May 10 2022, together with the email thread of follow-up correspondence 
through July 19, 2022, with all but certain publicly available email addresses redacted at 
https://drive.google.com/file/d/1eSez1YNIf26PHAPX6oHpw-UFg-QY1cfd/preview  
48 Mehra, M. et al. Retraction-Hydroxychloroquine or chloroquine with or without a macrolide for treatment of 
COVID-19: A multinational registry analysis.  The Lancet, Vol 395, Issue 10240, P1820, June 13 2020. 
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(20)31324-6/fulltext  
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102. THE COCHRANE REVIEW OF IVERMECTIN 

 

Another meta-analysis known as the Popp review49 has reached more skeptical 

conclusions which have been subsequently been challenged.  The analysis 

excluded some of the randomised clinical trials that Bryant considered and 

evaluated only 14 studies with 1,678 participants and determined that the 

“completed studies are small and few are considered of high quality”.  The 

authors expressed “uncertainty about the efficacy and safety of ivermectin used 

to treat or prevent COVID-19” but Bryant and others50 contend most of the 

relevant evidence was excluded from analysis and the Popp analysis suffered 

from numerous flaws including unsupported assertions and inconsistencies in 

design which exemplify the literature battleground.    

 

Additional critical comments on the Cochrane Review appears on the extensive 

online ivermectin data website ivmmeta.com51 which also is critical of the Popp 

et al analytical approach including the impact of splitting up studies for analysis 

(fragmentation of data) which reduced the chance of demonstrating statistical 

significance and selecting arbitrary time points for outcome measures.  

 

103. THE ROMAN REVIEW 

 

Another meta-analysis, the Roman review52, restricted the selection of 

randomised clinical trials for analysis even further and considered only 10 trials 

and concluded that ivermectin does not reduce all-cause mortality or viral 

clearance.  But since its publication the Roman review has drawn some harsh 

criticism.  The authors of the Bryant review have highlighted four categories of 

flaws with the Roman analysis: mis-reporting of source data, highly selective 

study inclusion, “cherry picking” of data and conclusions that do not follow from 

 
49 Maria Popp et al., Ivermectin for preventing and treating COVID-19, Cochrane Database of Systematic 
Reviews (July 28, 2021) available at 
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD015017.pub2/full 
50 Edmund J. Fordham et al, The uses and abuses of systematic reviews: the case of ivermectin in Covid-19, 
OSF Preprints (Oct. 7, 2021) at  https://osf.io/mp4f2/ 
51 Ivmmeta.com (supra) 
52 Yuani M. Roman et al.: ivermectin for the treatment of Coronavirus Disease 2019: A systematic review and 
meta-analysis of randomized controlled trials. Clinical Infectious Diseases (June 28, 2021) at 
https://pubmed.ncbi.nlm.nih.gov/34181716/ 



 39 

the evidence53 and requested a retraction of the Roman et al meta-analysis.  

Another report54 reaffirms the Bryant meta-analysis results and concluded:  

 

104. “We show that there is overwhelming evidence to support a causal link between 

ivermectin, Covid-19 severity and mortality, and: i) for severe Covid-19 there is 

a 90.7% probability the risk ratio favours ivermectin; ii) for mild/moderate Covid-

19 there is an 84.1% probability the risk ratio favours ivermectin. Also, from the 

Bayesian meta-analysis for patients with severe Covid-19, the mean probability 

of death without ivermectin treatment is 22.9%, whilst with the application of 

ivermectin treatment it is 11.7%. The paper also highlights advantages of using 

Bayesian methods over classical statistical methods for meta-analysis.”  

  

THE NCCET RECOMMENDATION ON IVERMECTIN 

 

105. The National Covid Clinical Evidence Taskforce (NCCET) conducted a review 

of the clinical data (Communique Ed. 48 – 5.8.21) regarding the use of 

ivermectin in the management of COVID-19 and concluded: 

 

106. “The available research evidence does not yet provide reasonable certainty to 

recommend for or against the use of ivermectin and therefore the Taskforce 

recommends ivermectin not be used outside of randomised trials. The certainty 

of the current evidence base varies from low to very low depending which on 

outcome is being measured, as a result of serious risk of bias and serious 

imprecision in the 18 included studies.” 

 

107. Two fully documented and comprehensive responses were submitted to the 

NCCET by Dr. Phillip Altman dated 21 August 2021 (together with a 

Commentary by Dr. Tess Lawrie and Dr. Edmund Fordham) and 14 October 

2021 which were also published in the Quadrant Magazine as Open Letters, 

however, no reply was ever received.  A copy of these letters and commentary 

is attached as Annexure 2 for the record. 

 
53 Letter from Andrew Bryant et al to Robert T. Schooley, Editor in Chief, Clinical infectious Diseases at 
https://bird-group.org/letter-to-editor-of-journal-requesting-retraction-of-roman-et-al-meta-analysis/ 
54 Neil, M et al: Bayesian meta Analysis of Ivermectin confirms Bryant et al study that ivermectin works for 
Covid.  July 13, 2021 published on the BIRD website.  https://bird-group.org/bayesian-meta-analysis-of-
ivermectin-confirms-bryant-et-al-study-that-ivermectin-works-for-covid/ 
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The 21 August 2021 response, in part, commented: 

 

108. “The [NCCET] analysis reveals and details (with references) serious flaws in 

the selective NCCET interpretation of the ‘cherry picked’ literature. It ignores the 

broad sweep of clinical evidence from other randomised controlled clinical trials, 

observational trials and national treatment programs and demands (in the 

NCCET’s own words) as a matter of high priority to review this recommendation 

in the national interest.” 

 

109. This comment is even more applicable today as considerable clinical safety and 

efficacy data has been generated since the Altman submissions yet there has 

been no reconsideration of the position on ivermectin. 

 
……………………………………….  
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ANNEXURE 2  
 

OPEN LETTER  
 
21 August 2021 
 
Dr. Julian Elliott 
Executive Director 
National Covid Clinical Evidence Taskforce 
Level 4, 553 St Kilda Rd. 
Melbourne, Vic. 3004 
email: eloise.hudson@monash.edu 
email:  guidelines@covid19evidence.net.au 
 
 
Re: Call for an Urgent Review of the NCCET Recommendation regarding the use of 

ivermectin in the management of Covid-19 within 14 days 
 
I refer to the current recommendation by the National Covid Clinical Evidence Taskforce 
(NCCET) regarding the use of the drug ivermectin for the management of Covid-19. 
 
The NCCET serves an important role in reviewing and recommending treatment for Covid-19 
to peak health professional bodies across Australia.  The current recommendation 
(Communique Ed. 48 - 5.8.21) regarding the use of the drug ivermectin is as follows: 
 
“The available research evidence does not yet provide reasonable certainty to recommend for 
or against the use of ivermectin and therefore the Taskforce recommends ivermectin not be 
used outside of randomised trials. The certainty of the current evidence base varies from low 
to very low depending which on outcome is being measured, as a result of serious risk of bias 
and serious imprecision in the 18 included studies. 
 
In addition to uncertainty around benefits for patients with COVID-19, there are common side 
effects and harms associated with ivermectin, including diarrhoea, nausea and dizziness. 
Given this uncertainty of benefit, and concerns of harms; we recommend that ivermectin only 
be provided in research trials, where there is the potential to generate further evidence on the 
effectiveness, or otherwise, of ivermectin.” …. 
 
“This is a high priority recommendation and will be updated as soon as new evidence becomes 
available.” 
 
Ivermectin has been the subject of more than 60 clinical trials, including more than 30 
randomised controlled trials and used successfully in national Covid-19 mass treatment 
campaigns in India, Mexico and several other countries to reduce the number of cases and 
prevent serious complications of the disease leading to hospitalisation and death.   
 
Despite this, and in the absence of NCCET members’ personal experience in treating COVID-
19 patients with ivermectin, the NCCET has selected in an arbitrary and imprecise manner a 
small number of published clinical trials (18) upon which to base its current negative 
recommendation for ivermectin use. NCCET has failed to apply sophisticated, defined, and 
detailed meta-analysis techniques as employed in widely discussed published reviews on 
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ivermectin (see references attached).  When lives are at risk, the highest standards of evaluation 
are required.  
 
The emphasis on minor and generally uneventful “harms associated with ivermectin, including 
diarrhoea, nausea and dizziness” contained in the above NCCET statement demonstrates a total 
lack of therapeutic perspective in relation to the much more serious side effects of other drugs 
used to treat COVID-19. Including many over the counter non-prescription drugs and the dire 
consequences of a lack of effective therapeutic management of COVID-19 individuals. 
 
The NCCET has sought to respond to critics of its recommendation on ivermectin in the 
Communique of 5 Aug. 2021 by justifying its limited consideration of the ivermectin literature 
by posing, and then, answering its own question in the following way:  
 
NCCET: “But hasn’t ivermectin been shown to be effective as an early COVID-19 
treatment in randomised controlled trials overseas?”: 

NCCET: “Despite some early suggestions that ivermectin may provide both 
prophylactic and therapeutic benefit, the available research evidence does not 
yet provide reasonable certainty to recommend for or against the use of 
ivermectin.  More robust, well-designed randomised controlled trials are needed 
to demonstrate whether or not ivermectin is effective.”  

“Some widely discussed meta-analyses of ivermectin studies (e.g. The British 
Ivermectin Research Development (BIRD) Group meta analysis) have significant 
weaknesses, for example  they  include a large trial which has been discredited 
and retracted (Elgazzar et al.).  Even in these reviews, when patient populations 
are separated by severity and comparisons to active treatments removed, no 
meaningful effect is found.” 
 
Given the national importance of the NCCET advice on ivermectin, I invited internationally 
recognised and experienced literature review specialist (Tess Lawrie MBBCh PhD) and 
Edmund Fordham (PhD FlnstP) of Evidence Based Medicine Consultancy Ltd (UK) and 
EbMCsquared, a Community Interest Company located in Bath, England, to comment on the 
above NCCET interpretations of the literature.   Their expert analysis is attached and entitled, 
“Commentary upon NCCET Statement” dated 7 August 2021. 
 
The analysis reveals and details (with references) serious flaws in the selective NCCET 
interpretation of the ‘cherry picked’ literature. It ignores the broad sweep of clinical evidence 
from other randomised controlled clinical trials, observational trials and national treatment 
programs and demands (in the NCCET’s own words) as a matter of high priority to review this 
recommendation in the national interest. 
 
In addition, related to the current NCCET recommendation is the statement by the TGA (18 
Aug 2021): 
 
“There is currently insufficient evidence to support the safe and effective use of ivermectin, 
doxycycline and zinc (either separately, or in combination) for the prevention or treatment of 
COVID-19. More robust, well-designed clinical trials are needed before they could be 
considered an appropriate treatment option.” requires immediate review in light of the 
information herein provided.”  In reality, there is insufficient evidence not to support the use of 
ivermectin while new and expensive drugs are being expedited through the regulatory process 
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and given provisional approval with far less clinical trial, efficacy and safety data supporting 
their use.   
 
Australia is in the grip of a pandemic of enormous consequences. Every possible useful 
therapeutic approach is needed in this crisis.  Ivermectin, especially in combination with zinc 
and doxycycline has shown to be effective in relation to COVID-19 management.  Other new 
antiviral medications have been recently approved by the TGA with relatively minimal safety 
and efficacy data by comparison to ivermectin.   
 
Ivermectin has been in use for more than three decades. Four billion doses have been 
administered, it is on the World Health Organisation List of Essential Drugs and is one of the 
world’s most useful and well tolerated drugs available.  Its breakthrough discovery is attributed 
to Prof. Satoshi Omura and Irish biologist William Campbell, who were awarded the Nobel 
Prize in Medicine in 2015, reflecting the magnitude of their achievement and the importance of 
ivermectin to medicine.    
 
The current approach to symptomatic COVID-19 individuals is largely to do nothing and 
simply observe until they either get better or get worse, perhaps much worse, and need to go to 
hospital.  The do-nothing approach places enormous strain on our health care system.  Evidence 
for this ‘do nothing, watch and observe’ approach is lacking. Ivermectin offers a potentially 
effective, low cost, safe and rational approach to the management of such individuals with little 
or no disadvantage.  The NCCET recommendation on ivermectin is considered to be 
misinformation by many experts and is viewed as contributing to needless hospitalisation – but 
for this recommendation, many Covid-19 infected individuals could be receiving early effective 
treatment. 
 
Hon. Greg Hunt MP, Minister for Health and Aged Care, has written regarding 
ivermectin in a reply to Sen. Malcolm Roberts (27 July 2021).” It remains open for 
doctors to prescribe existing medicines ‘off-label’ based on their own clinical 
judgement”.  Indeed, this has always been the case previously.   
 
Given the evidence available, doctors should be able to prescribe ivermectin as 
monotherapy or in combination without stigma or hindrance by a restrictive 
recommendation from the NCCET or the TGA.  Both the NCCET and the TGA should 
re-examine the accumulating international experience with ivermectin from all sources 
supporting its safe and effective use and should actively support and encourage 
ongoing efforts by many to clarify the important role of ivermectin in the management 
of COVID-19. 
 
I request the NCCET review and issue revised recommendations for the use of ivermectin 
within 14 days in light of the submitted information as a matter of urgent priority and 
national interest.   
 
Please confirm receipt of this Open Letter by return email. 
 
Regards, 
Phillip M. Altman 
BPharm(Hons), MSc, PhD 
Clinical Trials and Regulatory Affairs Consultant 
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COMMENTARY UPON NCCET STATEMENT DATED 7 AUGUST 2021 

SUBMITTED AND REFERRED TO IN SUPPORT OF DR. ALTMAN’S NCCET OPEN 
LETTER OF 21 AUG. 2021 BY DR. TESS LAWRIE AND DR. EDMUND FORDHAM  

We have considered the extracts quoted below from the current National Covid 
Clinical Evidence Taskforce (NCCET) statement regarding the use of ivermectin in 
Covid-19. Our responses and commentary to these statements follow.  

The current recommendation regarding ivermectin is as follows:  

“Despite some early suggestions that ivermectin may provide both prophylactic and 
therapeutic benefit, the available research evidence does not yet provide reasonable 
certainty to recommend for or against the use of ivermectin.”  

And a specific critique asserts:  

“Some widely discussed meta-analyses of ivermectin studies (e.g. The British 
Ivermectin Research Development (BIRD) Group meta analysis) have significant 
weaknesses, for example they include a large trial which has been discredited and 
retracted (Elgazzar et al.). Even in these reviews, when patient populations are 
separated by severity and comparisons to active treatments removed, no 
meaningful effect is found.”  

A. Overall assertion.  

The available research evidence from (i) randomised controlled 
trials, (ii)observational trials, (iii) clinical success of multiple unrelated clinicians in 
many parts of the world, (iv) the phenomenology of whole country effects with both 
temporal correlation to introduction of ivermectin, and the contrasting experimental 
control of states or other administrative divisions with differing public health 
policies, all point overwhelmingly to the efficacy of ivermectin in both the prevention 
and management of Covid-19 [1].  

The phrase “reasonable certainty” is undefined and vague, and no declaration as to 
what level of certainty would be regarded as “reasonable” is given. It is not a “level of 
certainty” recognised in formal meta-analysis.  

The formal review of Bryant et al. [2] found “moderate certainty” evidence which 
is normally considered more than sufficient for regulatory approval of existing drugs 
in a new indication. For example, corticosteroids have become a standard of care for 
inflammatory stage Covid-19 on the basis of a single RCT of dexamethasone [3], on 
what is generally considered as “moderate certainty” evidence. The review of Bryant 
et al. [2] found “moderate certainty” evidence over 24 RCTs, not just one.  



 92 

The prophylaxis trials were assessed as “low certainty” but report quantitative results 
in prophylaxis fully consistent with much larger observational trials, some very large 
[4].  

“Low” certainty evidence in the past has been sufficient for the inclusion of 
ivermectin on the WHO Essential Medicines (Children) (EMLc) List in the indication 
of scabies [5] where measures of effect were in fact inferior to the previously 
recommended drugs.  

On the basis of prior decisions in Covid-19, and for ivermectin in an anti-parasitic 
indication, the continued hesitancy of regulatory authorities worldwide with respect 
to ivermectin in Covid-19 is completely anomalous.  

“Reasonable” is not recognised in formal meta-analysis, according to PRISMA 
guidelines [6], which recognise very low, low, moderate, and high certainty, typically 
from appraisals of Risk of Bias in contributing studies. There is always a measure of 
subjectivity in such appraisals but allocation of grades and conclusions of “levels of 
certainty” follow strict rules.  

“High” certainty evidence is rare, confined to strong effects in very large clinical trials 
or meta-analyses pooling several such large studies.  

“Moderate” certainty evidence is generally considered extremely powerful, and more 
than sufficient for regulatory approval of existing medicines in new indications.  

“Low” certainty evidence has led to prior regulatory approvals to meet clear clinical 
needs. We address subsequent critiques of [2] below, under (B).  

Much of the evidence was summarised as early as November 2020 by Kory et al. and 
now published in their narrative review in the American Journal of Therapeutics [1] 
(May- June issue).  

The formal systematic review and meta-analysis by Bryant et al. [2] (July-August 
issue of same journal) was an exercise in support of the narrative review of Kory et al. 
[1], but restricted by deliberate choice to Randomised Controlled Trials (RCTs) only, 
as conventionally considered the highest quality of medical evidence.  

For example, the review protocol excluded by policy notable studies such as the ICON 
study [7] demonstrating strong advantage in overall mortality in a large propensity-
matched retrospective study, with obvious confounders addressed, simply because 
the patient allocation was not randomised. The most pronounced benefits were seen 
in severe disease.  

Similarly in prophylaxis the very large trial of Behera et al. [4] with well over 3000 
participants was excluded for the same reasons, though delivering quantitative 
measures of Risk Reduction (for infection) very close to the meta-analysis of the 
RCTs.  

Including high-quality observational trials was found to lead to results just as reliable 
as RCTs in the synthesis of Anglemyer [15]. Adding the many known observational 
trials to the meta-analysis of Bryant et al. [2] is likely only to strengthen the findings 
further.  
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In any serious scientific appraisal, the evidence presented by these non-randomised 
trials cannot be dismissed as of no account, just because they lacked certain formal 
constraints, being part of the experience of hard-working clinicians in stressed 
circumstances.  

                  _______________________ 

(Authorship note: To pre-empt widespread misunderstandings, what is called “the 
BiRD group” or more accurately the British 
Ivermectin Recommendation Development panel (not “Research”) was an ad 
hoc panel of clinicians, researchers and other stakeholders, with international 
representation, convened for an “Evidence to Decision” framework event on 20 
February 2021 to hear the evidence summarised in an earlier version of reference [2].  

The BiRD panel published its recommendation quite separately from Bryant et 
al. [2]. The authors of Bryant et al. [2] comprise: two members of the steering group 
(who did not vote), four ordinary members of the BiRD panel (consumer 
representative, health economist and two active clinicians), and one professional 
systematic reviewer who did not take part in the BiRD panel but contributed 
extensively to the research.  

Hence the authors of Bryant et al. [2] are not congruent with the membership of the 
BiRD panel, a much larger group, and include one major contributor who remains 
uninvolved with BiRD.)  

B. Subsequent critiques of [2]:  

Some widely discussed meta-analyses of ivermectin studies (e.g. The British 
Ivermectin Research Development (BIRD) Group meta analysis) have significant 
weaknesses, for example they include a large trial which has been discredited and 
retracted (Elgazzar et al.). Even in these reviews, when patient populations are 
separated by severity and comparisons to active treatments removed, no meaningful 
effect is found.  

These claims are categorically false, though regularly asserted by those with an 
agenda driven independently of the actual evidence.  

1/ The claim of “significant weakness” in [2] is confined entirely to the inclusion of 
the disputed trial of Elgazzar [8]. The review of [2] was exhaustive of all RCTs found 
at the review closure and the first anywhere to follow strict PRISMA guidelines [6]. At 
the time of publication of [2], there was no reason to doubt the veracity of Elgazzar 
[8]; indeed it would have been a protocol violation to exclude it.  

It is untrue to state that the study has been “retracted”. Prof. Elgazzar has retracted 
nothing, asserts defamation and has intimated legal action. The 
server ResearchGate has withdrawn the preprint in response to a complaint, without 
giving Prof Elgazzar the right of reply. Whether or not the study is “discredited” 
remains to be determined.  

Notwithstanding these uncertainties, a “Letter to the Editor” of Am. J. Therap. [9] 
concerning the Elgazzar dispute has been accepted for publication and should appear 
shortly. We show explicitly the consequences of deleting the disputed trial in the 
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leading mortality outcome, and in prophyalxis (Elgazzar [8] contributed arms to both 
outcomes). Whilst the quantitative result inevitably changes, the mortality outcome 
remains clear, demonstrating a 49% reduction in favour of ivermectin (aRR=0.51, 
95% CI 0.27 – 0.95).  

Similarly, the prophylaxis outcome remains in quantitative effect virtually 
unchanged, and in fact slightly improved in that the point estimate for reduction in 
Covid-19 infection increases from 86% to 87% (aRR=0.13, 95% CI 0.08 – 0.21), with 
similarly tight 95% Confidence Intervals again fully consistent with the larger 
observational trials of ivermectin prophylaxis.  

NCCET: “When patient populations are separated by severity and comparisons to 
active treatments removed, no meaningful effect is found.”  

This assertion lacks any logic. Removing comparison to active treatments would be a 
pointless exercise. The pragmatic and pre-specified inclusion of “active” treatment 
comparators is a strength, not a weakness, of Bryant et al. [2] and would lead to 
under-estimation of the effect of ivermectin, not over-estimation. In other words, 
Bryant et al. [2] is conservative by design, against the effect of ivermectin. The fact 
that consistent positive effects are observed makes the results more convincing, not 
less.  

Separation by severity has been dealt with explicitly by Neil and Fenton [10] who 
apply a Bayesian meta-analysis to the full set of trials in Bryant et al. [2], with an 
explicit separation of disease severity between “severe” and “mild-moderate”. The 
study of Niaee [11] was excluded because disease severity was not distinguished. A 
“leave one out” sensitivity analysis is performed systematically on the entire data set, 
including the disputed trial of Elgazzar [8]. Again the conclusions remain robust to 
the removal of particular studies. For some studies with known heterogeneity the 
results are actually improved.  

Neil & Fenton [10] find for severe disease a 90.7% posterior probability that the risk 
ratio favours ivermectin, and for mild/moderate Covid-19 there is an 84.1% 
probability the risk ratio favours ivermectin. They conclude that the results support 
the conclusions of Bryant et al. [2] over other claims such as that of Roman et [12]. 
The removal of Elgazzar [8] (Niaee [11] already excluded) provides the worst 
reduction in evidence but still result in a Bayesian posterior probability of effective 
risk reduction of 77%.  

Other meta-analyses have been accepted for publication [12], in spite of 
demonstrated reporting errors available at pre-print stage, with very similar titles to 
[2] but asserting the opposite conclusions. Roman et al. [12] make a limited selection 
( 1173 patients over 10 trials compared to 3406 patients over 24 trials in [2] ) of the 
trials reviewed in [2]. The assertions in [12] commit the elementary fallacy of 
supposing that lack of statistically significant evidence (in their highly selective 
survey) is the same thing as a positive demonstration of no benefit. These claims of 
Roman et al. [12] were dismissed by Neil & Fenton [13], an earlier version of [10].  

Similar assertions have been made by propagandists in news media [14] but are 
simply untrue, as demonstrated explicitly in [9].  

The context where essentially all studies are referenced to placebo (or non- 
pharmaceutical precautions) is prophylaxis. As previously mentioned, the 
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prophylaxis effect reported in [2] is actually slightly improved by the removal of 
Elgazzar [8], and consistent with large non-randomised trials of ivermectin 
prophylaxis. There is no question of categorising by severity in the prophylaxis 
context and virtually all studies are referenced against no active comparators. The 
reduction in infection risk by 87% cannot be said to constitute “no meaningful effect”. 
It is a very strong effect, achieved with ivermectin alone (or in one trial, combined 
with topical iota-carageenan nasal sprays).  

Moreover, there has been no credible challenge to the prophylaxis results. It is not 
credible that ivermectin should achieve a prophylactic effect (by whatever 
mechanism) and fail to achieve a therapeutic effect, at least in the initial (viremic) 
phase of the illness.  

The authors are principals of Evidence Based Medicine Consultancy Ltd., 
in Bath, England  
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OPEN LETTER  
 
14 October 2021 
 
Dr. Julian Elliott 
Executive Director 
National Covid Clinical Evidence Taskforce (NCCET) 
Level 4, 553 St Kilda Rd. 
Melbourne, Vic. 3004 
email: eloise.hudson@monash.edu 
email:  guidelines@covid19evidence.net.au 
 
 
Re: SECOND CALL for an Urgent Review of the NCCET Recommendation 

regarding the use of ivermectin in the management of COVID-19  
 
I refer to my previous Open Letter calling for an urgent review of the NCCET 
recommendations regarding the use of ivermectin in the management of COVID-19 
(dated 21 August) which remains unanswered (see copy attached) 
 
Recent Developments 
 
Since the writing of Open Letter there have been several important developments with 
regard to the COVID-19 pandemic, including: 
 
1. The issuance of TGA “New restrictions on prescribing ivermectin for COVID-19 

(10 Sept. 2021) 
https://www.tga.gov.au/media-release/new-restrictions-prescribing-ivermectin-covid-19 

2. Notice of an amendment to the current Poisons Standard under paragraph 
52D(2)(a) of the Therapeutic Goods Act 1989 (10 Sept. 2021)  

3. Reports of the near eradication of COVID-19 in the Indian State of Uttar Pradesh 
(230 million people) using ivermectin combination therapy despite a vaccination 
rate below 6%.  

4. Multiple reports of diminishing mRNA “vaccine” protection against the Delta 
COVID-19 virus strain following calls for “vaccine” boosters 

5.  An orchestrated and irresponsible mainstream “media science” campaign 
aiming to discredit the use of ivermectin on safety grounds. 

 
Additional Public Information on the Safety of Ivermectin 
 
The current NCCET recommendation continues to question the safety of ivermectin 
despite its worldwide use (4 billion doses) for more than 3 decades and the inclusion 
of ivermectin on the World Health Organisation Model List of Essential Medicines.   
 
In fact, ivermectin is known to have a wide margin of safety compared to most drugs 
including many non-prescription medications. 
 
Prior to the pandemic, the Australian Therapeutics Goods Administration (TGA) 
previously had no significant concerns regarding the safety of ivermectin.  According 
to the TGA Australian Public Assessment Report for Ivermectin – 2013 (see attached).  
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• Page 11: “Escalation to a single dose of 120 mg (up to 2 mg/kg), 10 times the approved 
dose and 5 times the anticipated head lice dose, also produced no mydriatic effect. This 
supports the safety of ivermectin at the proposed dose and provides a significant margin 
of safety.”  

 
• Page 18: the drug “showed good tolerability and no safety concerns at doses ranging 

from 30 to 120 mg, that is, up to 10 times the proposed dose of 200 μg/kg for treatment 
of scabies”.    

 
• Page 39: The TGA clinical evaluator found that there were no significant safety 

concerns reported with the use of ivermectin in any of the published studies. 
 
There were 3 stated reasons for the TGA action in preventing ivermectin from being 
used in the treatment of COVID-19: 
 
Reason 1. ivermectin use might dissuade people from being vaccinated 
Reason 2. ivermectin was associated with serious adverse events including “severe 

nausea, vomiting, dizziness, neurological effects such as dizziness, 
seizures and coma”. 

Reason 3. ivermectin prescribing for COVID-19 might lead to shortages of this 
medication for other approved indications. 

 
Reasons 1 and 3 do not justify the prohibition of ivermectin prescribing for the treatment 
of COVID-19.  
 
With regard to Reason 2 – this contradicts the TGA’s prior assessment of the safety of 
ivermectin (above).   
 
 
Ivermectin National Treatment Programmes 
   
Clinical trials are fundamentally designed to randomly select a relatively small group of 
individuals for specified treatments and observe safety and efficacy.  The results, if 
statistically powered correctly, can then be extrapolated to the population at large.  
However, in the case of ivermectin, not only are there more than 60 published clinical 
trials available, but several countries have embraced the use of ivermectin for the 
treatment of COVID-19 with success and treatment data is available on huge 
populations which provide important efficacy data.   
 
In addition to the successful national treatment programmes in countries such as 
Mexico, Argentina and Peru, the NCCET should now be aware of the success in 
treating COVID-19 individuals with ivermectin in the Indian State of Uttar Pradesh.  
 
https://www.thegatewaypundit.com/2021/09/huge-uttar-pradesh-india-announces-state-covid-19-free-
proving-effectiveness-deworming-drug-
ivermectin/?utm_source=Twitter&utm_medium=PostTopSharingButtons&utm_campaign=websiteshari
ngbuttons 
 
https://www.thedesertreview.com/opinion/columnists/indias-ivermectin-blackout---part-v-the-secret-
revealed/article_9a37d9a8-1fb2-11ec-a94b-47343582647b.html 
 
https://osf.io/preprints/socarxiv/r93g4/ 
 
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3765018 
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Ivermectin based combination therapy was administered as early and preventative 
treatment in all family contacts as part of the “Uttar Pradesh Covid Control Model”.  
Using this therapeutic approach, COVID-19 was virtually eliminated in a population of 
230 million people with a vaccination rate of less than 6% (compares to the US fully 
vaccinated rate at the same time of 54%).  This result is in direct contrast to the 
comparable State of Kerala, a small state located in Southern India that is over-
dependent on vaccines and restricted ivermectin use to more severe cases and late 
treatment if used at all.  
 
Large scale observational studies such as this can provide valid and reliable real-world 
data and, in most cases, there is little evidence that the results of observational studies 
and RCTs systematically disagree (Reference 6).   
 
https://www.researchgate.net/publication/261998443_Healthcare_outcomes_assessed_with_observati
onal_study_designs_compared_with_those_assessed_in_randomized_trials 
 
The regulatory agencies appear willing to provisionally release new drugs to treat 
COVID-19 on the basis of very limited safety and efficacy data (sometimes involving a 
relatively limited clinical trial data and/or no long-term safety data (eg. mRNA vaccines, 
molnupiravir and remdesivir).  However, the NCCET appears to largely ignore the 
compelling body of evidence supporting the safe and effective use of ivermectin in 
more than 30 randomised clinical trials (RCTs) involving more than 20,000 patients 
and successful national ivermectin treatment programmes.    
 
 
Literature Review and Meta-analyses 
 
The NCCET continues to rely (and defends) an arbitrary selection of 18 published 
clinical trials upon which to base its current negative recommendation for ivermectin 
use.  In contrast to the sophisticated meta-analysis methods employed in the published 
reviews on ivermectin (References  7 and 8), the NCCET has failed to detail or define 
its informal method of assessment which were used to arrive at the current 
recommendation. 
 
Rather than relying on the results of any one clinical trial, properly conducted meta-
analyses of a larger number of randomised controlled trials by highly trained and 
experienced staff are the most powerful tool in drawing reliable conclusions from 
pooled data.   However, biases can be introduced in any meta-analysis.  This is why it 
is important to publish the protocols and methods used in any meta-analysis so the 
work can be critically assessed for reliability. 
 
A recent meta-analysis of ivermectin was conducted by the Cochrane group 
(Reference 9).  However, according to a response to this meta-analysis by Fordham, 
Lawrie, MacGilchrist and Bryant (in pre-print, see attached Reference 10), the 
Cochrane report suffers from no less than 11 significant analytical and methodological 
defects rendering the conclusions unreliable – not the least of which, to give but one 
example, was the author’s treatment of the important analysis of mortality. 
 
Out of 24 available RCTs identified for the review, the authors chose only 4 to include 
in their mortality analysis, a small subset of those available.  The Cochrane authors 
split this data up further into two separate analyses.  This effectively dilutes their 
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findings to the extent that a meaningful result from meta-analysis was not possible.  
Instead of utilising all available evidence and presenting appropriate caveats around 
such wider evidence, as would normally be done according to accepted protocols, they 
present an empty review with considerable bulk but little useful analysis.   
 
 
Conclusions 
 
The reported diminishing efficacy of the COVID-19 vaccines to protect against the 
emergence of SARS-Co-2 variants demands an urgent review of the use of ivermectin.  
 
I repeat my previous message (21 August Open Letter) to the NCCET and again 
request an urgent review of the recommendations regarding ivermectin: 
 
“The current approach to symptomatic COVID-19 individuals is largely to do nothing 
and simply observe until they either get better or get worse, perhaps much worse, and 
need to go to hospital.  The do-nothing approach places enormous strain on our health 
care system.  Evidence for this ‘do nothing, watch and observe’ approach is lacking. 
Ivermectin offers a potentially effective, low cost, safe and rational approach to the 
management of such individuals with little or no disadvantage.  The NCCET 
recommendation on ivermectin is considered to be misinformation by many experts 
and is viewed as contributing to needless hospitalisation – but for this recommendation, 
many Covid-19 infected individuals could be receiving early effective treatment.” 
 
Regards, 
 
Phillip M. Altman 
BPharm (Hons), MSc, PhD 
Clinical Trials and Regulatory Affairs Consultant 
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