
Flow cytometry, IHC and TCR arrangement studies completed on small bowel biopsies = Type 1 refractory 
coeliac disease. CT/MRE did not show features of Enteropathy Assocaited T-cell Lymphoma EATL



32 year old part time graphic designer
Gastrointestinal symptoms of bloating, abdominal pain and irregular bowel habits for years
Frustrated with her symptoms, which have been affecting quality of life
Previously with IBS after initial evaluation 

• FBC, CRP, Coeliac serology negative
• Duodenal biopsies normal  

She cut out gluten from her diet and symptoms improved
“Can you please test me for non-coeliac gluten sensitivity NCGS”

Q: Which of these statements are incorrect?
1) There is an overlap between NCGS and functional GI disorders
2) There is no risk to being on a gluten free diet as it is considered healthy
3) There are no easily obtainable biomarkers to test for NCGS
4) A subset of NCGS have subtle duodenal eosinophilia
5) There is no established criteria for the diagnosis of NCGS 

Is Gluten free always better?
• Not a ‘healthy’ diet, despite public perception
• Linked in scientific literature with

• Higher cost
• Inconvenience
• Micronutrient deficiencies
• Weight gain (not loss!)
• Metabolic syndrome
• Heavy metal exposure (arsenic based pesticides ?rice)

The unintended consequences of a gluten-free diet – Bulka et al. Epidemiology 2017

Non-coeliac gluten sensitivity NCGS
Onset of gastrointestinal/extra-intestinal symptoms following consumption of gluten-containing foods
in individuals without coeliac disease or IgE mediated wheat allergy

Subset will have subtle duodenal eosinophilia
(as do subset of functional dyspepsia)
No reliable biomarker 

Up to half self reported NCGS fulfil Rome criteria for functional GI disorder
(e.g. IBS, functional dyspepsia)

Double-blind wheat challenge testing in self reported NCGS
• <1/5 actually has sensitivity to wheat 
• Many NCGS improve on wheat exclude actually from fructan (FODMAP) intolerance
• 2/5 respond to placebo – non-gluten physiological reaction – somatoform ill

Complete GFD not healthier and NOT required unless Coeliac disease!

Q: Which of these statements are incorrect?
1) There is an overlap between NCGS and functional GI disorders
2) There is no risk to being on a gluten free diet as it is considered healthy
3) There are no easily obtainable biomarkers to test for NCGS
4) A subset of NCGS have subtle duodenal eosinophilia
5) There is no established criteria for the diagnosis of NCGS 





Novel therapies in Coeliac disease 



We exist to improve everyday lives for current 
and future patients in need; contributing to 

knowledge and providing outstanding 
research experiences. 



• A leading ISO 9001 quality certified Phase 1b-3 research centre in Asia-Pacific 
based in Auckland

• Commercial trials across various therapeutic areas

• Team of over 80 research professionals, specialist research doctors and 
consultants, dedicated to providing outstanding research experiences to patients 

• Optimal's clinical team monitors participant’s health throughout the study, but 
the patient’s GP remains in charge of their overall care

• All clinical trials reviewed and approved by NZ’s HDEC and Medsafe

• Informed consent of patients is at the forefront of all research



Insights

61% of New Zealanders say that health research 
is part of the solution to reducing health care 
costs

82% of New Zealanders are either somewhat 
interested or very interested in health and 
medical research

72% are willing to participate in a clinical trial for 
new medicine

Only 8% have participated in a clinical trial

Source: 2020 Kantar NZHR Opinion Poll



Coeliac Disease Treatment Studies
• Dr Falk - Coeliac Study CEC-4 and CEC-13

• Pfizer-Coeliac-Anokion-C5281001

• Takeda-Coeliac disease-TAK-101-2001



“I’m participating in a coeliac disease 
clinical study at Optimal because it’s the 

right thing to do.”
- Kenneth

• Currently, there is no approved cure 

• Managing symptoms typically involves a 
strict gluten-free diet which can be hard 
and expensive to follow

• Affects around 1-2% of New Zealanders

• Impacting lifestyle choices and quality of 
life - can lead to malnourishment and other 
complications (osteoporosis, infertility, 
certain types of cancer, developmental 
delays in children)



• Aucklanders 18 to 80 years (inclusive)
• Diagnosed with coeliac disease at least 12 months ago

(Diagnosis made following a biopsy by a gastroenterologist)
• Adhered to a gluten-free diet for at least 12 months

• Several months
• Include visits to our Central Auckland or North Shore clinics

• Clinical staff will monitor participant’s health throughout the study
• Eligible volunteers required to undergo endoscopies and biopsies
• Some volunteers will be required to consume some gluten
• Female volunteers who are of childbearing potential will need to be on 

appropriate contraception to participate in the trial - also applicable to 
the female partner of a male participant

• Participants will be reimbursed stipend



For more information:

Go to (please share with your patients)

Or email:

Dr Penny Montgomery - Medical Director

Dr Tina Baik – Principal Investigator



optimalclinicaltrials.com
0800 73 73 27



• Clinical presentations of Coeliac disease has changed over time, often asymptomatic, minimal or atypical 
symptoms. No longer just with diarrhoea, weight loss and malabsorption 

• No universal protocol for gluten challenge; 4x slices of wheat based bread or equivalent 4-8 weeks – Coeliac NZ

• Vigorous evaluation should be applied before committing to the diagnosis of Coeliac disease
• Serology and small bowel biopsies 
• HLA-DQ2/DQ8 is a rule out test

• Serology is unlikely to be normal by 6 months and sometimes take up to 2-3 years to normalize.

• Mucosal healing can lag serological response

• 7% of Coeliac patients have IgA deficiency. DGP (deamidated gliadin peptides) IgG would be the next step 

• Refractory Coeliac disease is rare but associated with poor outcomes 

• There are (often under recognized) risks of being on a strict gluten free diet and should be avoided unless there 
is a diagnosis of Coeliac disease

• Clinical trials will hopefully pave the way for a cure for this often under-recognized condition optimalclinicaltrials.com
0800 73 73 27


