Tom Thumb

Clinical Evaluation Risk assessment August 2015 

Benefits of the device against residual risks.

See DOC ID 14193  Post Market Surveillance

Residual Risks,

10,30,52,53,54,102,103,108,110,129,154,156,158,160,198,223,276,278,279,280,285,287

are minor harm rated and remote possibility of occuring,

Risk

11 : is special intervention necessary in the case of failure of the medical device 

59 : Patient Enviroment with regard to pressure

 Both the Main value and the safety value would have to fail and the user would have to revert to a bag and mask resuscitator, or find a replacement resuscitator.

 Routine maintenance of the device this likely hood of either value failing is unlikely. 
 DOC ID:15008
 DOC ID:2209

Risk 
 105 : Factors that should be considered include any restrictions placed upon users in their selection of accessories. 

 Using a circuit with the T Occluder, Maximum pressure would be 45cmH20 as required by ISO 10651-4,
 Operator should immediately be aware they are using the device incorrectly as there will not be the T Occluder for them to use the resuscitator

Risk
 153 : Is the medical device used in an environment where distractions can cause use error  Factors that should be considered include the consequence of use error :

Used in maternity, level environment distractions will be High, however the number one patient will be the infant if the Tom Thumb is in use. 

T - Occluder devices are still the recommended method of infant resuscitation as compared to the other Bag and Mask method of resuscitation for newborns

Documents / Journals located on the internet

Oxford Desk Reference: Obstetrics and Gynaecology 

By Sabaratnam Arulkumaran, Lesley Regan, Aris Papageorghiou, Ash Monga, David Farquharson 

Page 414, N Kennea & S Ali 

“These breaths are given using a bag and mask, or preferably a pressure-limited Tom Thumb’ or other ventilation device.” 

Published by Oxford University Press in 23rd June 2011  

___________________________________________

.Neonatal Resuscitation - Infant volume 6 issue 1 2010    (Issue61731)

.Please see the attached review of neonatal resuscitation at the Royal Victoria Infirmary, written by: Specialist Registrar, Charge Nurse, Staff Nurse, Consultant Neonatologist: 

Newcastle Neonatal Service, Ward 35, Royal Victoria Infirmary, Newcastle. 

"This resuscitaire has been customised to 
deliver blended air and oxygen, PIP and 
PEEP through the use of a Tom-Thumb 
blow off system with a PEEP valve 
integrated into the circuit (FIGURE 3). A 
flow restrictor minimises the risk of 
inadvertent PEEP administration. These 
customisations were made in an attempt to 
protect the newborn from the injurious 
effects of lack of PEEP or excess oxygen.". 

.Obstetric and Intrapartum Emergencies: A Practical Guide to Management 
By Edwin Chandraharan, Sabaratnam Arulkumaran 

... healthy babies who received no resuscitation or supplemental oxygen within a ... or preferably a pressure-limited T piece, `Tom Thumb` or other ventilation device 


–------------------------------------------------
Cambridge University Press  
Children and Young People`s Nursing at a Glance 

.. T-piece circuit; Tom Thumb or T-piece device • Self-inflating bag (500 mL) with ... 

Edited by Alan Glasper, Jane Coad, Jim Richardson 

Published by Wiley  

.------------------------------------

The Benefits of the Tom Thumb system still out weigh the limited residual risks
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