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Ten ' NICE' Years

Britain's National Institute for Clinical Excellence (NICE) is a government 
funded independent organisation established in 1999. It appraises the clinical 
efficacy and cost effectiveness of new drugs, medical devices, diagnostic 
techniques and surgical procedures. The National Health Service (NHS) 
which delivers and funds almost 95% of the medical care in U K, provides only 
t hose  med ic ines  and  t rea tmen ts  recommended  by  N ICE
(there are some exceptions).NICE is often criticized for delaying the 
availability of certain treatments into the NHS and for limiting or denying some 
high profile medicines in the treatment of life-threatening conditions.
Some of its recommendations have been legally challenged (mostly by the 
industry). NICE has about 270 full and part-time staff members and calls about 
2,000 outside experts to help develop guidance. The directors, chairs of 
advisory bodies, employees as well as the collaborating centres
cannot have financial relationship with industry. They cannot take part
in decision making if conflict of interests is identified.

Assessment of cost-effectiveness is the most controversial issue. 
A cost of £ 20,000/- per quality year life (QALY) is accepted empirically but not 
rigid. In some cases, higher costs are acceptable. In the case of
imatinib mesylate for the blast cell phase of chronic myeloid leukaemia,
the cost of £ 49,000/QUALY was accepted (the NHS patients gets it free!).
In the United States, a figure of $50,000 per QALY is often used as
a threshold to assess the cost-effectiveness of an intervention.
The Centre for Disease Control and Prevention noted that treatments that cost 
up to $200,000 per QALY are often adopted, and that it would be very 
expensive if all interventions with a cost-effectiveness ratio at this level were 
regarded as providing good value for money. Nice is viewed by some as
a heartless rationing agency but by others as an intrepid and impartial 
messenger for the need to set priorities in health needs. The NHS is
a tax-funded system with a finite amount to spend. The guiding principle is to 
be fair to all the patients. As Michael Rawling, the president of NICE since its 
inception explained, 'If lot of money is spent on a few patients, there is less to 
spend on everyone else. We are trying to look after everybody'.

Reflections
Community medicine is medical socialism. When resources are limited, 
prioritisation is essential if the benefits are to be passed to the majority. The 
NHS has evolved out of such a need. The condition of the patients and of 
medical service that existed earlier has been vividly described in 'Citadel', a 
novel by Dr. A J Cronin published in 1937 (we are almost in a similar state). The 
'Scottish' baby of NHS was delivered by the Labour Government on
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the 5th of July 1948 with a commitment of one G P for every person and
full outpatient and inpatient treatment (including free spects and hearing aids) 
at general and speciality hospitals. It is the NHS that bears the cost of the 
medical treatment and understandably is the decision maker with respect to 
the choice of medical management. In USA, the Insurance companies
and the patient spend for the treatment and have an important say in the 
choice of the treatment. Most of our patients pay their own medical bills and do 
refuse even life-saving treatment like surfactants, ventilator support, cardiac 
operations or anti-cancer drugs when they cannot afford the cost of treatment.

The first time I heard about NICE was some six years ago when I read its 
guidelines for management of epilepsy. I admired the agency because the 
guidelines were evidence based and for every recommendation the level of 

2the evidence on which it was based was also stated. Buchner  in a 
commentary on Steinbrook's paper   observed that NICE or NICE-like agency 
would be unpalatable to the US population - 'Americans do not take kindly to 
having their options limited regardless of evidence or cost'. I feel the remark 
applies to our medical practice also. In a country with 27 % of the population 
lying under the poverty line (43% by WHO criteria of $1.2/day), our practice 
has to be evidence based and with due consideration of the cost-effectiveness 
vis-à-vis patient's financial status. We have all met parents who sold their 
small piece of land for the treatment of their child in terminal stage and have 
not only lost the child and the land, but have ruined the life of other healthy 
children and family members. But a NICE-like agency will not
have any impact unless it also has teeth to bite.

1
(An excerpt of a paper by Dr.Steinbrook , National Correspondent of the New England 
Journal of Medicine)
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A Case of Adult Respiratory Distress Syndrome

(ARDS)
         
Case Summary
 CKT, an eleven years old girl (weighing 23.7 kg) with no previous significant 
past illness was hospitalized with the complaints of high grade fever, cough 
and cold for three days and breathlessness for one day. On examination she 
had shallow rapid breathing (respiratory rate 48/min) with distress, 



tachycardia (HR 140/min) and BP within normal limits. The intensity of breath 
sounds was very poor the all over the chest and occasional crackles were 
heard. There was no mediastinal shift. Cardiovascular system examination 
was normal and JVP was not raised. She had normal  hemoglobin level (12.3 
gm%), moderate leucocytosis (TLC 16,100/cmm, polymorphs 77%) and 
normal platelet count. Malarial parasites were not seen. Serum electrolytes 
were normal. Chest X-ray showed bilateral fluffy infiltrates (fig.1). Peripheral 
oxygen saturation (SpO2) on room air were 85-86% and with 3L oxygen 95-
96%. The initial management consisted of intravenous fluids, oxygen and 
antibiotics. Distress however continued to increase. At 6 hrs of admission, 
she was receiving O2 by mask at the rate of 6 L/min and ABG study at that 
time revealed severe hypoxemia [pH 7.38, PO2 37 mm Hg, PCO2 24.9 mm 
Hg, HCO3 14.8 mmol/L and estimated SO2 71%]. With FiO2 of around 70% 
being delivered, the Pao2/ FiO2 ratio was 57 (favoring the diagnosis of 
ARDS) while AaDO2 gradient of  471 suggested poor outcome.  Chest X-ray 
at this stage revealed extension of the air space opacities almost all over
the lungs -similar to the white-out lung fields in a case of hyaline membrane 
disease (fig.2).

              

          Fig. 1   X ray Chest on Admission                 Fig.2 X ray Chest after 20 hours

Conventional mechanical ventilation was immediately advised and the child 
was ventilated with VELA Pediatric ventilator (Viasys) with volume control 
mode with low volume high rates (to decrease barotraumas). Child however 
continued to deteriorate. There was bleeding in the respiratory tract (PT 71.8 
sec.s, aPTT 80.5 sec.s) and hypotension, shock.  Child was given inotropes 
and FFP. Oxygen saturation however continued to fall. PEEP was gradually 
increased from 5 to 7 but the child went into refractory shock and myocardial 
depression. The child succumbed to ARDS with multi-organ failure at 20 hrs 
of admission. 

Adult Respiratory distress Syndrome was first described by Osler in the 19th 
century. In 1967. Ashbaugh and his colleagues reported in the Lancet, 12 
cases in children with pathology similar to hyaline membrane disease in the 
neonates.The Children Hospital at Michigan, USA reported a frequency of 
about 1% of all PICU admissions while the AIIMS at New Delhi, India reported 
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it to be 2%.The syndrome was ill defined for long but in 1994 a consensus was 
reached The diagnosis is made when there is an acute onset of respiratory 
distress (often following an acute catastrophe) with bilateral infiltration
seen on chest X-ray, PAMP less than 18 mm of Hg and PAO2/FiO2
ratio of 200 or less.

A patient usually develops ARDS within 24-48 hours of the original illness
or injury. Infection, aspiration of gastric contents, toxic gases, drugs trauma 
and shock are some inciting factors. The initial clinical picture includes a 
feeling of anxiety, shallow rapid breathing crackles and/or wheeze on 
auscultation. Evidence of multi-organ involvement is seen in severe cases. 
The mortality is reported to be 40%-60% mainly due to multi-organ failure
and sepsis.

In the acute phase, inflammatory mediators damage micro vascular 
endothelium and alveolar epithelium. The resulting increased alveolar 
permeability leads to alveolar collection of protein-rich fluid. There is 
surfactant damage and formation of hyaline membrane. The sub acute phase 
is characterized by hypoxia, hypercarbia, fibrosing alveolitis, further 
decrease in pulmonary compliance and pulmonary hypertension. 
Obliteration of the alveolar and bronchiolar spaces occurs in the chronic 
phase while in a child with recovery there is improvement in lung compliance 
with gradual reduction of hypoxemia and improvement in the radiologic 
picture.

The main clinico-pathological problems for management are: 
- Abnormalities of gas exchange. Hypoxemia is the hallmark of ARDS. 
- Abnormal oxygen delivery and consumption (uncoupling of oxidative 

metabolism, oxygen utilization by non-ATP producing oxidative 
system and increased distance for diffusion of oxygen between 
capillary and alveoli).

- Cardio-pulmonary interactions (decreased cardiac output as a result
of increase in right ventricular after-load  due to pulmonary 
hypertension and decrease in preload because of high PEEP) .

- Multi-organ involvement. 

The management consists mainly of providing respiratory support and 
monitoring hemodynamics, fluid and electrolytes, metabolic abnormalities 
and infections.The respiratory support aims at optimizing VO2/DO2 
relationship (preload, afterload and contractility for VO2 and  aemoglobin, 
O2, PEEP and mechanical ventilation). Various modalities have been tried 
for respiratory support apart from conventional mechanical ventilation. 
These include: High Frequency Ventilation, ECMO, Liquid ventilation, Nitric 
oxide, Exogenous surfactant, Steroids. None is shown to have a significant 
advantage over the conventional mechanical ventilation.
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A Curious Case of Missing Foreign Body

Dhruv aged 14 months was suffering from mild cough and irritability for
past 3 months. Parents took him to at least 6 different doctors, where he was 
treated for hyper reactive airway disease, pneumonia, and 2 D echo was 
advised after X ray chest suggested cardiomegaly.  After baby's symptoms 
did not improve he was brought to Baroda where repeat X ray showed
2.5 cm broad   foreign body stuck in the upper oesophagus. He  was 
immediately referred  to KGP Hospital for further treatment. On taking 
various X rays it was learnt that this was a metal clip with claws that is used 
to hold the elastic bandages in place. (Fig. 1) Drooling or dysphagia were 
conspicuous by their absence. 

We were in for more surprises as we under took this baby for endoscopic 
removal of  foreign body from baby's esophagus. We could not find it  
nowhere from  mouth to stomach. Ryle's tube was passed which went easily 
in stomach without any difficulty. Patient couldn't be extubated after scopy 
and was put on ventilator. Two days later  patient was shifted for  CT scan to 

Reflections
ARDS in children is not uncommon in the PICU. The diagnosis is generally 
based on clinical condition and on the CXR pictures. Western literature 
reports a frequency of 1% in PICU with a mortality of 40%-60%.
The Department of Pediatrics of AIIMS reported in 2001 frequency
of 2% of PICU admissions - a total of 20 cases over a period of
30 months - with a mortality of 75%. Sepsis (pneumonia) was the commonest 
cause of lung injury. As expected, our PICU also experiences ARDS 
frequently. It will be interesting to have a retrospective analysis and then
take it to a prospective study.

            Arun Phatak                             Hitesh Bhambani
      Consultant Pediatrician                                         Pediatric Resident 

Fig. 2  Removed Steel Clip 
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         Fig 1.  X rays showing Foreign Body (Steel Clip)
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locate foreign body's where about. CT scan revealed that this steel
clip was either in anterior wall of esophagus or had migrated out of 
esophagus and was lodged between it and trachea. Meanwhile baby 
continued to have lots of secretions and continued to be on ventilator. 
Next day team of pediatric surgeon  and  a ENT surgeon again performed 
esophagoscopy, after scrapping the mucosa over the FB, it's upper edge 
was freed from trachea. But after repeated attempts of disengaging its 
lower end from trachea failed, it was decided that this FB should be 
removed by open surgery.  Incision was taken in neck and after 
meticulous and long dissection surgery, esophagus was isolated and  
this metal clip could be successfully removed from the neck of this baby.  
Post operatively baby was again ventilated. Soon baby showed good 
signs of recovery and  was weaned from ventilator and oxygen and 
recovered slowly  in ICU at K G Children hospital. Looking at the foreign 
body mother recollected her mother and baby's grandmother being 
treated with crep bandages for her knee problems and that clip went 
missing for which nobody was much bothered, at that time(Fig.2).

It's quite common for unattended children between 2 and 4 years 
commonly put all sorts of things like coins, seeds, peanuts, small toys, 
screws etc in the mouth.  FB with rounded edges and diameter less than 5 
cm diameter come out thru anus without much problem. But sharp foreign 
bodies can get stuck in esophagus. These objects can than be removed 
endoscopically.

Commentary: Children and ingested foreign bodies
Pediatricians always strongly have endorsed the concept of anticipatory 
guidance and, therefore, have led the medical specialties in the field
of public health. Among their accomplishments in childhood safety,
accidental deaths and injuries from foreign body ingestion or aspiration 
have been drastically reduced. Less than a century ago, death and 
injuries were an almost certainty for all children with persistent foreign 
bodies lodged in the airway or esophagus, whereas, now, about six 
deaths per 100,000 of these children, or about 150 deaths per year, occur 
in the United States. These significant advances, which include a 40% 
decrease in fatality rates just in the last 10 years, have come through the 
cooperative efforts of many individuals. Starting with the technologic 
advances in endoscopic foreign body removal by Jackson, the availability 
of safer pediatric anesthesia, more and improved antibiotics, better 
radiologic imaging

Despite these advances, choking remains the cause of 40% of accidental 
deaths of children under 1 year of age in the United States. Also, a larger 
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number of children suffer anoxic brain damage from foreign body 
aspiration, which tragically shortens the productivity of their young lives. 
Physicians and parents worry about and must evaluate children who cough 
or choke as they curiously explore their expanding environment. What can 
be done? What should pediatricians do to inform and protect young families 
from this devastating event?

The peak incidence of all foreign body ingestions and aspirations for 
children is between the ages of 9 and 24 months and the risk remains until 
age 6 years. Causative factors include increased mobility of the toddler 
child and access to new objects within his or her environment. The 
introduction to adult foods, which require proper dentition for chewing, 
shows a distinct rise in frequency at approximately 20 months of age. 
Children's behaviour illustrates the natural curiosity of toddlers to explore 
by oral examination and stimulation of their gums during teething stages. 
Unfortunately, developing young children also are not sufficiently mature to 
appreciate risk and to distinguish food from non food items. Numerous 
studies confirm that coins and food constitute approximately 80% of the 
aggregate objects that cause injury in young children. Coins generally are 
lodged in the upper esophagus and are large enough in diameter to persist 
in the cricopharyngeus muscle. Coins that enter the stomach are generally 
passed along the digestive tract without any medical sequelae.

Toddlers are particularly at risk for choking on certain foods and are 
vulnerable because the larger and more posterior teeth (e.g., molars) 
develop 12 to 24 months after the incisors. Incomplete deciduous dentition 
makes proper chewing of hot dogs, grapes, carrots, peanuts, pinto beans, 
and other hard foods difficult or impossible for many children until they 
reach their fourth birthday. Coins and difficult-to-chew foods are the leading 
environmental risk. A safer environment is in the hands of the parents if they 
eliminate small coins and these foods from the child's reach. Dangerous 
foreign bodies: any FB entering in trachea; Sharp FB like tooth picks, fish 
bones, nails, open safety pins etc; Battery cells cause perforation due to 
chemical reaction and any Foreign body  which does not change its site for 2 
weeks. The  reduction of risk becomes significant when parents are guided 
by counselling from pediatricians, educational programs, and labelling
of products that may be hazardous.

      Dr Anand Naregal               Dr Milind Nene     Dr. Sangita Trivedi
Consultant Pediatric Surgeon          Consultant ENT      Consultant Pediatrician
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Patient Safety

First do no harm. This principal is traditionally followed by all medical 
professionals trained in methods of modern medicine from the time of 
Hippocrates. However people do die from medical errors and they are 
harmed. Total number according to US statistics is more than they die from 
vehicular accidents; breast cancer and AIDS put together. Two large studies 
one conducted in Utah and Colorado and another in New York found that 
adverse events occurred in 2.9% and 3.7% cases in hospitalized patients. 
Out of adverse events 6.6% led to death in Colorado and Utah studies and
13.6% in New York studies. More than half were medical errors and could
have been prevented.

I have not found any large studies from India on medical errors and  do not 
intend to quote news paper reports on various events of medical cases of 
errors and negligence reported in media. My intention is to draw attention to 
some of the issues; and there are several involved in safety aspects of patent 
care." To err is human". That is title of report of Institute of Medicine published 
in year 2000.The report deals with issues involved in providing safest and 
highest quality health care possible in USA..  

How to create safe system of health care and How to keep every one 
responsible for maintaining system committed to the ideal of " first do no 
harm" needs participation of individual health care personnel; institutions and 
their management and government and other regulatory bodies. Thus  this 
involves creating safe systems; putting in place organizational structure and 
financial resources. And setting performance standards and monitoring
them for compliance.

Unsafe acts are like mosquitoes. You can try to swat them one at a time;
but there will always be others to take their place. The only effective remedy
is to drain the swamps in which the mosquitoes breed. Considering our 
peculiar Indian culture of taking things casually  and where some are holy 
cows and cannot be disciplined; regulations which cannot be implemented 
and resistance to change; patent safety is hardly on priority and very difficult 
to implement. However on personal level and institutional level some small 
acts can make a difference.

Thus this is  an attempt to high light how very simple act of hand washing 
makes the difference of life and death. An article that appeared in New 
England Journal of Medicine  by Dr. Donald Goldman who is vice president of 
the institute of Health Care Improvement and professor of Pediatrics at 
Harvard Medical School, Boston is quoted below: 

"A new mother sits by her tiny premature baby in a neonatal intensive care 
unit. She watches as a physician touches the baby without first washing his 
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hands or using the waterless alcohol based hand antiseptic just nearby.
A few minutes latter a nurse and another doctor also fail to perform these 
basic procedures. When baby was admitted to the unit the mother was told to 
remind caregivers to wash their hands, but only after witnessing repeated 
failures she does muster the courage to speak up about the practice she 
thought would be routine. By then her baby has acquired MRSA. Which 
enters her blood stream and baby succumbs to infection."

Infection control committees and patent safety programmers for years have 
been trying to stop this antibiotic resistant infections arising from hospitals 
without success.

What can be done to improve this situation?  Staff member must have time to 
do this important standard procedure. Care giver should be adequately 
educated to know exactly how hand washing is performed and their hand 
hygiene competency assessed. Water, soap and antiseptics should be 
always available.

If care giver in spite of that fails or neglects to perform basic hand hygiene 
when leaving the bed side in any case except in life threatening emergency 
situation it is no longer logical to blame the system. Experts in human error 
have a word for the failure to follow clear rules in the face of  well functioning 
systems: '"Violation". Repeated violations in health care, as in any industry, 
should have consequences.

Aviation industry has developed safety programs from which health care 
professionals need to learn. Their standard operating procedures, check lists 
and work manuals can teach us to develop safe systems. Any untoward 
incidence is investigated by separate agency which reports to Federal 
Aviation administration which takes necessary corrective measures. Another 
industry from which we can learn is computer chip manufacturing industry. 
They can teach us something about what "clean room" means. Their clean 
rooms are highly reliable. A single failure to follow the rules results in a 
warning, repeat the mistake and disciplinary action is taken. There is high 
performance expectation because stakes are high.

In health care performance expectation is highest because lives are
involved. "Not to err is humane" in health care. For fear of reprimand or 
litigation, errors are swept under carpet. There is no error reporting
system from which others can learn. Why errors occur ? What kind of errors 
are common ? What can be done to eliminate them ? We shall see in 
subsequent articles.  

Dr. Jagdish Patel M.S.
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News in Pediatrics 

Managing  Children's Anxiety Before and  after Surgery
The prospect of surgery for a child is a frightening for child and parent alike, and 
the pre-operative process that most children go through only heightens their 
anxiety. Research on how hospitals can minimize the anxiety and trauma 
children face both before and after surgery was recently published in the 
journal Anesthesiology. Imagine the plight of a four  year old  child. A total 
stranger takes him from the mother's arms, then stabs him with a needle. Then 
another stranger puts a mask over the face. This happens every day in 
hospitals all over the country, leading to extremely high levels of anxiety for 
children after their operation: experts estimate that 50% of children who 
undergo general anesthesia have mental distress after the operation 
everything from night terrors to longer-lasting emotional issues.

UC Irvine, Department of Anesthesiology and Peri operative Care chairman 
Zeev Kain, has conducted extensive research to find ways to help minimize the 
anxiety and emotional trauma children face. As a result of that research, 
parents are now allowed in the operating room to hold small children while 
anesthesia is being administered in many hospitals in the US, and sedative 
premedication is now given to many children prior to surgery, thus decreasing 
the stress of separation from the parents. And parents are allowed in recovery 
rooms so they are there when their child wakes up.

Dr. Kain has also examined whether administering hormones before surgery 
can have an impact on post-operative anxiety. He recently published a study in 
the journal Anesthesiology looking at how the use of melatonin prior to surgery 
affects the children aged 2-8 years. His research found that while 25% of 
children who underwent surgical procedures while under general anesthesia 
had an episode of post-operative hysteria (also known as "emergence 
delirium"), among children who received melatonin prior to their operation, that 
number dropped to five percent.

Emergence delirium in children is not only frightening for parents, it can also 
lead to the development of behavioral changes beyond the recovery period, 
including nightmare, bed wetting, and separation anxiety .For children  
undergoing major surgery every year, anything we can do to minimize their 
trauma, and increase parents' piece of mind, is a significant breakthrough."

Zinc Supplements May Help Save Children Worldwide
TIME examines the "quiet revolution now under way" to treat diarrhea using 
zinc supplements. The magazine reports that globally the disease kills an 
astonishing 1.6 million children under 5 every year, according to the WHO. In 
recent years, a handful of  organizations and governments, which include 
USAID and the Bill & Melinda Gates Foundation, have begun distributing zinc 
supplements to villagers in Bangladesh, India, Mali and Pakistan. Several 
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other groups are working with governments in Africa to introduce zinc, which 
comes both in tablet form and as a syrup, Time reports. 

"So far, the small programs have drawn little attention. But their impact has 
been dramatic," the magazine writes. Compared to oral-rehydration therapy 
(ORT), "which is extremely effective in replacing fluids and nutrients but offers 
no quick end to the diarrhea itself zinc appear to halt diarrhea in its tracks." In 
parts of the world, children with diarrhea can now be treated with zinc 
supplements and ORT for as little as 30 cents. The article includes information 
on why researchers theorize the zinc supplements are helping to stop diarrhea, 
the benefits of ORT-zinc combination therapies and examines how zinc-
treatment programs are focusing attention on a disease that has been ignored 
for decades. (www.time.com)

Misuse of ADHD Drugs by Young People 
The misuse by young people in the United States of drugs to treat attention-
deficit/hyperactivity disorder (ADHD) has risen by more than 75% in eight 
years, a study indicates. Researchers at the Cincinnati Children's Hospital 
Medical Center, who made the discovery, called on prescribers and parents to 
be aware of the potential for the drugs to be misused. They analysed the 
American Association of Poison Control Centre's National Poison Data System 
for the years 1998 to 2005, looking at all cases involving 13-19 year olds who 
intentionally misused ADHD drugs. These drugs often include mixed 
amphetamine salts and methylphenidate. 

The number of phone calls to poison centres relating to adolescents' misuse of 
prescribed ADHD drugs rose from 330 to 581 over this period, a rise of 76% and 
a greater rise than that in the number of calls relating to young people's 
substance misuse generally.( www.bmj.com). 

  Dr. Niranjan Shendurnikar
  drniranjan@rediffmail.com

From :-
Medical Care Centre Trust
Jalaram Marg, Karelibaug,
Vadodara - 390 018.
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