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SVALBARD GLOBAL SEED VAULT 



Guarding the Value of Data 

Providing an insurance policy for research 
investment and outputs 

Vines et al. Current Biology 2014 

Upholding the ethical 
imperative to protect 
against loss of invaluable 
human health data held in 
traditional resources 
around the world 
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Young children and pregnant 
women 

Drug interactions  
e.g. ARV 

Poor quality  
medicines 

Comorbidities: 
e.g. malnutrition, HIV 

Regional 
diversity 

Understanding factors driving resistance 
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WorldWide Antimalarial 
Resistance Network 
 WWARN 
 



Responding to key public health needs 

Is dosing of DHA-Piperaquine 

in young children adequate ? 

Power of pooled data 



Dihydroartemisinin-Piperaquine study sites 

• 26 studies  

• 7,072 patients enrolled between 2002–2011 



Suboptimal DHA-PQ dosing in young children 

WHO recommended therapeutic range  
(48 -78 mg/kg) for piperaquine 

WWARN DP Study Group. Plos Med. 2013 

Young children administered 

suboptimal doses  



Double risk of failure for patients 
receiving piperaquine <59mg/kg 

Risk of recrudescence in 1-4 year olds, by dose 
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Source: xkcd.com 



Role of WWARN 

Data Sharing / Archiving 



Role of WWARN 

To facilitate the development of a CDISC data standard for malaria. 

Aligns with WWARN goals to: 

• Enable data sharing 
• Conduct pooled data analyses to quantify effects of different standards.  
• Provide the (long-term) storage infrastructure and maintaining the 

antimalarial data  repository / archive 
 

 

Data Sharing / Archiving 



The role of stakeholders 

Review draft data standards 

 

Share relevant experience: 

• Recent CRF templates / 
Database Structures / 
Statistical Analysis Plans 

• Identification of critical 
issues in regulatory 
submissions.  

 

 

Stakeholders include: 
 

• CDISC, CPATH 

• WWARN members 

• WHO GMP / TDR 

• BMGF 

• GHT, LSTM,  

• Pharma:  

o GlaxoSmithKline 

o Medicines for Malaria Venture 

o Merck 

o Novartis 

o Sanofi 

o Shin Poon 

o Sigma Tau 

o Takeda 

o UCB 
 

 



P. falciparum recrudescence vs. reinfection 

Known issues 
• Reproducibility, Sensitivity, and Specificity  
• In high malaria transmission intensity settings, MoI, a minor population at D0 may be 

the genotype that recurs.  
• In the very low malaria transmission intensity settings, the lack of diversity in the 

population of parasites means that a reinfecting parasite may have a high probability of 
sharing the same genotype as the original infection.  



Reviewers comments 



CDISC JIRA tickets 





Dominique Faget/AFP/Getty Images  



Pete Muller, Prime for National Geographic  

Innovationiseverywhere.com 



John Moore/Getty Images 





Core Dataset Development 

# 1: AMALGAMATE AVAILABLE RESOURCES 

• Collect existing data forms from a range of 
organisations 

 

 

 

Patient identifier number:_____________ 2 

Filovirus ward:  patient medical admission form 

 

Name of person filling out this form: __________________ 

 

Who is providing the information?:  Patient  __  Other  __ ; 

if other, who?_____________________________________         Patient  

Identifier 

Number:_______________ 
 

Patient’s admission date (dd/mm/yyyy): _____/_____/_____ 

 

Name of filovirus ward:_____________________________ 

 

Identity of the patient:  

First name: __________________________ Surname(s):  _________________________ 

Age : years:  _______   or months: ________  

Date of birth (dd/mm/yyyy):  __________/__________/__________ 

 

Gender:  M: __ F: __   Pregnant?  Yes: __  No: __   Breastfeeding / suckling?  Yes: __   No: __ 

  

Ethnicity: _____________  Name of parent if patient is a small child:______________________ 

 

Residence:    Village_____________  & Parish/District _________________________________ 

          Province:   __________________________________________________________ 

          Tribe:   ____________________________________________________________ 

                      Religion:  __________________________________________________________ 

                      Head of Family (name/surname)   _______________________________________ 

 

Occupation/activities/jobs (check all that apply): 

             Farmer:   __            Hunter: __                 Miner:   __ 

             Housewife:  __             Indigenous healer:  __        Religious leader:  __ 

 Shopkeeper: __            Child/Student: __                Daily laborer:  __ 

             Other: __  ……….……if other, what?  ________________________________ 

             Health worker: __…………what type of health worker? __________________________ 

 Patient works / worked at which health facility? ________________________________ 

 

Patient referred by: Epi surv team: __ Health center: __       Self: __             Other: __ 

 

 



Core Dataset Development 

Viruses 2014, 6, 927-937; doi:10.3390/v6020927 
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Abstract: Understanding human filovirus hemorrhagic fever (FHF) clinical manifestations 

and evaluating treatment strategies require the collection of clinical data in outbreak 

settings, where clinical documentation has been limited. Currently, no consensus among 

filovirus outbreak-response organisations guides best practice for clinical documentation 

and data transfer. Semi-structured interviews were conducted with health care workers 

(HCWs) involved in FHF outbreaks in sub-Saharan Africa, and with HCWs experienced in 

documenting and transferring data from high-risk areas (isolation wards or biosafety level 

4 laboratories). Methods for data documentation and transfer were identified, described in 

detail and categorised by requirement for electricity and ranked by interviewee preference. 

Some methods involve removing paperwork and other objects from the filovirus disease 

ward without disinfection. We believe that if done properly, these methods are reasonably 

safe for certain settings. However, alternative methods avoiding the removal of objects, or 

involving the removal of paperwork or objects after non-damaging disinfection, are 

OPEN ACCESS 

# 1: AMALGAMATE AVAILABLE RESOURCES 

• Collect existing data forms from a range of 
organisations 

• Literature search to identify additional variables 



Core Dataset Development 

#2: DETERMINE WHAT IS NEEDED 

• Survey experienced health care workers, public 
health agencies, clinical researchers to collect 
recommendations on important data variables. 



Core Dataset Development 

#3: CREATE A MASTER LIST 



Core Dataset Development 

#4: DETERMINE WHAT IS NOT NEEDED TO ACHIEVE 
THE OBJECTIVES  

• Iterative series of reviews and input from a range 
of experts 

SEPERATELY 

• Survey of experienced health care workers to 
select and justify what variables are needed 



Core Dataset Development 

#5: ONGOING REVIEW & UPDATE 

• Addition of variables as required by stakeholders 
to accommodate research, interventions and new 
findings 

• Data dictionary development 

• Dictionary standardization – CDISC standards 



	

6	|	Consultation on potential Ebola therapies and vaccines- Background document for participants	
	

1. EBOLA	THERAPIES	AND	VACCINES:		WHAT’S	IN	THE	PIPELINE?		
The	following	table	lists	potential	therapies	and	vaccines	for	EVD	and	provides	information	about	
how	the	interventions	might	work.	It	also	summarises	the	research,	which	has	been	conducted,	what	
is	known	about	safety	and	availability,	and	the	feasibility	of	use	under	current	conditions.	The	list	has	
been	produced	after	a	review	of	studies	exploring	the	effects	of	potential	therapies	and	vaccines	in	
vitro	and	in	animal	models,	and	following	discussions	with	clinicians	and	virologists	conducted	by	

WHO	and	partners	from	the	International	Severe	Acute	Respiratory	and	Emerging	Infection	
Consortium	(ISARIC)	1.	

1.1 Lead experimental therapies  

Table1.	Overview	of	scientific	information	on	potential	therapies	under	development	(Annex	2)	

Therapy What it does?/  
State of research 

Safety Availability/feasibility 

Convalescent 
plasma  

Studies suggest blood transfusions 
from EVD survivors might prevent 
or treat Ebola virus infection in 
others, but the results of the 
studies are still difficult to interpret. 
It is not known whether antibodies 
in the plasma of survivors are 
sufficient to treat or prevent the 
disease. More research is needed.  

Safe if provided by well-managed 
blood banks. Risks are like those 
associated with the use of any blood 
products, such as the transmission 
of blood-borne pathogens that 
cause disease. There is a 
theoretical concern about antibody-
dependent enhancement of EVD 
infection, which can increase 
infectivity in the cells.  

Blood transfusion is culturally 
acceptable in West Africa. 
Potential donors are Ebola 
survivors, but the logistics of 
blood collection are an issue.  
Options to conduct studies in 
patients are being explored.  The 
first batches of convalescent 
plasma might be available by the 
end of 2014. 

ZMapp 
Cocktail of three 
chimeric mouse-
human monoclonal 
antibodies 
(Mapp 
Biopharmaceutical 
Inc.) 

The three antibodies in this mixture 
block or neutralize the virus, by 
binding to or coating a different site 
on the covering or “envelope” of the 
virus. Studies in monkeys showed 
a strong survival up to five days 
after infection, when virus and/or 
fever were present.  

There have been no formal safety 
studies in humans. Very small 
numbers of EVD-infected people 
have been given ZMapp on a 
compassionate basis, and no safety 
issues have been reported to date.  
Clinical effectiveness is still 
uncertain. 

A very limited supply (fewer than 
10 treatment courses) has been 
deployed to the field. Efforts to 
scale up production may yield 
increased supplies of potentially 
few hundred doses by the end of 
2014. 

Hyperimmune 
globulin prepared 
by purifying and 
concentrating 
plasma of 
immunised animals 
or previously 
infected humans 
with high titres of 

neutralizing 
antibody against 
EVD  

Antibodies that can neutralize the 
different EVD strains have been 
produced and shown to be 
protective in monkeys when 
treatment begins 48 hours after 
exposure to EVD.   

Generally safe. There has been 
extensive experience with the use of 
hyperimmune globulin against other 
infectious agents in humans.  
Inactivation and purification 
procedures effectively eliminate 
blood-borne pathogens that cause 
disease.  

Not currently available. Several 
months are needed to immunize 
animals, collect plasma and 
make the purified product. Work 
is starting on the production of 
immune globulin in horses, and 
of human immune globulin in  
cattle.  Studies in horses could 
take place within six months, but 

large-scale batches for use in 
humans are not expected before 
mid-2015. 

TKM-100802Lipid 
Nanoparticle Small 
interfering 
Ribonucleic acid  
(siRNA) 
(Tekmira) 

These target two essential viral 
genes to stop the virus from 
replicating. Effective in guinea pigs 
and monkeys.  In monkeys 83% 
survival if administered 48 hours 
after infection, and 67% survival 72 
hours after infection.  

A single-dose study in healthy 
volunteers found side effects 
including headache, dizziness, chest 
tightness and raised heart rate at 
high doses. At lower doses 
projected to be the dose used for 
treatment, drug was better tolerated.  

The US Food and Drug 
Administration has authorized 
emergency use in EVD-infected 
patients. A limited number of 
treatment courses are potentially 
available. There is potential for 
the production of 900 courses by 
early 2015.  
 

 
AVI 7537 (Sarepta) 
Phosphoro-
diamidate 
oligonucleotide. 

 In monkey studies, doses of 14 to 
40 mg/kg for 14 days showed 
typical survival ranging from 60% to 
80% when given at the time of 
infection 
 
 

Human tolerability has been 
demonstrated in early studies.  

The active pharmaceutical 
ingredient is available for 20 to 
25 courses by mid-October.  
Potential production of 
approximately 100 treatment 
courses by early 2015. 

																																																													
1
	This document is adapted from POTENTIAL MEDICAL INTERVENTIONS FOR EBOLA: Clinical decision-making support 

tool for investigational therapeutics for Ebola virus infection (Interim version 6.2 of 10 August 2014), WHO and ISARIC	

“investigators have a moral duty to 
evaluate these interventions in the 
best possible clinical studies that can 
be conducted under the circumstances 
of the epidemic.”  
 



Facilities, power, access, 
internet, security. 



Diagnostic methods, kits & standards. 
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Many patients, some very sick, some not, 
coming from many places speaking many 

languages 



MSF 



Infection control 
means nothing 
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Everything is 
burned 







Data Standards 

 
 

 

 

Therapeutic Area Data Standards User Guide 

for Ebola Virus Disease 
Version 1.0 (Provisional) 
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Date Version 

2016-12-19 1.0 Provisional 

2016-09-30 1.0 Draft 

 

 

See Appendix E for Representations and Warranties, Limitations of Liability, and Disclaimers. 

 

 

 

  

Notes to Readers 
 

• This is version 1.0 of the Therapeutic Area Data Standards User Guide for Ebola Virus Disease. 

• This document is based on CDASH v1.1 and CDASHUG v1.0, SDTM v1.4 and SDTMIG v3.2, but 

incorporates some modeling based on proposed changes to these foundational standards. 

 







>28,000 cases 
>11,000 deaths 

>16,000 orphans 
Schools closed for 7-12 months 

 
“The economic impact on these 

three countries has been nothing 
short of catastrophic.”  

- World Bank 



Drivers of infectious disease outbreaks  
are strengthening and shifting.   

Flights over 24 hours: 3JUL17 (Guardian.com) 


