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Evidence Based Medicine :

Past, Present and Future

Till recent past, patient care was based on the personal experience of the 
health provider. The roots of medical statistics were apparent in the 1930s.
It was then realized that personal experience can be biased and that
our treatment should be based on systematic observations and analysis - in 
other words, that our clinical practice should be evidence based.
I was introduced to the concept of 'evidence', sometime in 1963.
Dr. EB French of Edinburgh was a visiting WHO professor of Medicine
at Baroda Medical College. In one of the seminars, he told us that
a registrar had tried to find out the research papers in support of the
various treatment guidelines in a textbook and reported that a number
of them were 'experience' based and not 'evidence' based.

Although, beneficence, non-malificence and patient-before-self are the 
guiding principles of medical practice, the life goal of the health provider 
decides the way the patient will be treated. In 1937, Archibald Cronin

2wrote 'Citadel' , a novel which described the weakness of the medical 
organization in England at that time. Private practitioners flourished and 
corrupt practices like unnecessary references, investigations, expensive 
treatment and un-indicated operations were not uncommon. There were 
some panels providing free medical care like group insurance, but
the system did not work well as the panel doctors were underpaid, and usually 
the doctors were not very good. It is said that this novel influenced
the people's expectations and in 1948, paved the way for evolving
the panel system into the National Health Service (NHS) with an objective
of providing good medical treatment free to all. The NHS covers almost
95% of the health services in UK and the patient management is
meticulously monitored.

In 1971, Archibald Cochrane initiated the movement of evidence based 
clinical practice. He suggested that all specialty and subspecialty should 
organize a critical summary of all relevant randomized controlled trials and 
adapt it periodically. The first Cochrane centre (named in his honor)
was established in 1992 in Oxford and the Cochrane Collaboration, in 1993.
It is an international organization evolved in response to the need for 
systematic reviews. It engages in preparation, maintenance and
promotion of accessibility of systematic reviews of the effects of heath care 
interventions. The Cochrane Collaboration has now13 centers round the 
world and 52 review groups which cover most of the areas in health care. 
Their website offers free access to developing countries. In 1999, the 
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National Institute for Clinical Excellence (NICE), a government (UK)
funded independent organization was established. It appraises the clinical 
efficacy and cost effectiveness of new drugs, medical devices, diagnostic 
techniques and surgical procedures. The reports and guidelines are 
available online. The Scottish Intercollegiate Guidelines Network (SIGN)
is another site where evidence based guidelines are easily available.

th 3The preface of the 7  edition of Forfar's Text Book of Paediatrics (2007)  
states that "the most important development of the 21st century is the 
acknowledgment that clinical practice must be embedded in sound
evidence base". The editors have tried to ensure that in the text, references 
with high level evidence are cited and the very first chapter in this book
is on Evidence based Child Health. The guidelines given by NICE,
SIGN and by the Royal College of Pediatrics and Child Health (RCPCH)
give  the level of the quality of the evidence on which each recommendation
is made. 

Where are We ?
Some consultants feel that evidence based clinical practice is not 
practical because many of the recommended treatments may not be 
available or may not be acceptable or affordable to the patient. Evidence 
based clinical practice implies integration of the current best research 
evidence, clinical expertise and the local and patient's setting and value.
It does not mean giving the ideal treatment that is possible in ideal setting. 
It is for the clinician to decide the best available and feasible treatment 
that is acceptable and affordable by the patient. Some consultants say 
that their clinical practice is based on their experience - which actually is 
very low quality evidence (like 'hearsay' in legal matters). The clinical 
practitioners usually follow what is given in standard textbooks and at 
the most, the guidelines and decision analysis (treatment protocols) 
published by the professional bodies. Information published in textbooks
is usually 5-10 year old and at least some of it is already outdated by the 
time the book is published. As new research, new data, new technology 
and new skills become available, the guidelines would change but it would 
be at least a couple of years before they reach the clinician. It is said that 
half of what we learn today will in 10 years show to be wrong. When there
is some clinical problem, even the busy clinician should be able to search 
and seek the best current evidence from websites sighted later - most of
the health providers now have a reasonably good computer competency. 
There are however many impediments in establishing evidence based 
medical practice in our setting.

Time Constraint : The Patient: Doctor Ratio is very high and almost 
everyone is overworked- some doctors are attending 50 or more patients 
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in a day! There may not be enough time to search and appraise the current 
best evidence but pre-appraised evidence like meta-analysis, systematic 
reviews and guidelines can certainly be accessed.

Doctor's Life Goal : In my opinion, the condition of the medical service in our 
country is worse than what is described in 'Citadel'. Many doctors consider 
their medical practice a business and not a profession. There is 
mushrooming of private medical colleges where admission is to be secured 
by giving 'donation' (rupees one crore or more for postgraduate study in some 
'high earning' branches) and the cost of establishing the office and/ or 
private hospital has escalated. The desire of the fresh doctor to earn back
the money and the enticements by pharmaceuticals contribute to the 
irrational medical practices.

Patient's mis-conceptions : Many patients believe that injections, 
antibiotics, tonics and Intravenous infusions bring quick relief and demand 
them. The practitioner due to lack of time or due to worry of losing the patient 
to another doctor, complies instead of counseling the patient. That is why 
some of my colleagues once remarked that 'evidence based medicine is 
for the seniors - who may not be worried about losing a patient who does 
not accept their treatment.

In the interest of the patient, it is important that all health providers 
integrate the current best evidence into their clinical practice. This may 
take many decades in our setting unless there is a drastic change in 
the system of medical education and in the system of health service. 
Over the past five years, the Indian Academy of Pediatrics and RCPCH 
are organizing courses in 'evidence based medicine' and I believe that 
by now, 200-250 people have been trained. It is important that they work 
to promote and teach it to others without despair. We should remember 
what Margaret Mead said: "Never doubt that a small group of thoughtful, 
committed citizens can change the world - indeed, that is the only thing 
that ever has".

Arun Phatak 
atphatak@yahoo.com
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Some Useful Websites (for the busy practitioner) :-
- Cochrane Library : www.cochrane.org - Pub Med : www.ncbi.nlm.gov/pubmed
- NHS Evidence: www.evidence.nhs.uk - NICE : www.nice.org.uk
- www.clinicalevidence.com - SIGN : www.sign.ac.uk
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Prevention of Litigation, Documentation

and Medical Audit

In the previous issue I have tried to brief you about dos and don'ts 
for prevention of litigation, and this issue will discuss about most
important component of our practice i.e. Documentation and a bit about 
Medical audit.

While all pediatricians try to do their best for patients, they have 
an innate reluctance to keep record of all the good done. We must admit, 
with widespread use of personal computers, several practitioners are 
now resorting to storage of patient data, but the percentage of such 
practitioners is abysmally small. We must remember the dictum,
"People forget but Records remember".

There are several reasons for poor medical records- 
1. Each pediatrician consults with several patients in a day. 

We find it bothersome and time consuming to enter records of 
each patient in a busy clinic.

2. Unlike our western counterparts we do not employ secretary to store 
and retrieve patient data.

3. We are happy to offer a restaurant type of service, where the 
client enters, avails of the service (consultation, hospitalization, 
investigation), pays and leaves without leaving any trace behind.

4. In an attempt to cut maintenance costs, we remain understaffed, 
do not use adequate and appropriate stationery, and do not buy a PC.

5. As patients switch doctors with regularity, we are not motivated 
to maintain their records.

6. Our medical training does not include record keeping. Therefore 
we simply have not learnt to do it.

7. Unless we are faced with a medico legal problem, we do not realize
the true importance of record keeping

There are several good reasons to maintain Medical Records - 
a. Medical record today is a Coordinative Vehicle for efficient diagnosis 

and management of patients. With medical records we can treat patients 
competently and safely, and maintain effective communication between 
various members of medical team. They are also useful for us to track 
the patient's progress from day to day, and in long term.

b. Good record keeping is critical to the delivery of Good quality 
medical care. e.g. record of allergy to particular drug, or record that 
the patient is G6PD deficient.
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c. Media and consumer activism has created awareness in patients 
regarding the qualities expected of a good doctor. Maintaining accurate 
medical records is a necessary quality.

d. Good Medical records are our best defense against allegations of 
negligence and malpractice. Good records establish transparency and 
credibility, while the lack of records indicates incompetence. 

e. Medical records are instruments of medical education.
f. Medical records offer opportunity of research into epidemiology and 

management of diseases, which is important for public health.
g. Medical statistics can be gleaned from the records.
h. Medical records can be audited for medical and financial aspects.
i. Medical records can be used as evidence in civil and criminal 

proceedings, and could be a key factor in life insurance claims, 
workmen's compensation etc.

What is a good Medical Record ? 
Good medical Record should be: Correct (without manipulation), 
Clear, Comprehensive, Chronological, Complete and Contemporaneous.

What should be documented ?
1. Date and time of examination, for both indoor and out patients.
2. Keep Copies of all Reports that are handed to patients. This can be done 

by requesting the pathologist/ radiologist to send two copies. If a patient 
looses a report, or tampers with or withholds a report in case of litigation, 
then a copy with practitioner can save the day.

3. Keep Copy of Discharge Card- A discharge card is representative of 
the management in your nursing home/ hospital, and reflects your 
medical competence. It could prove or disprove several matters in case of 
litigation. Patients not carrying out instructions as advised in discharge 
care could be charged with 'contributory negligence'.

4. Indoor Case Records- A copy of indoor case record id frequently required 
by insurance companies before settling a claim, and will be demanded by 
dissatisfied relatives of a patient, as also demanded in the court of law in 
the event of litigation. Whatever is not documented on indoor case sheets 
will be deemed as 'never happened' by the court. Some essentials of 
indoor case sheet documentation are - 
- Continuation sheet : Each continuation sheet must bear the name 

and bed number of the patient besides the mandatory dates and 
times of examination and treatment.

- Legible handwriting : Handwriting should be decipherable
by nursing staff to avoid mistakes in treatment and it is also 
an important defense in the court of law.
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-
in the minds of patients and the law, in case of litigation. Wrong entries 
should be scored out with a single line, initialed and the correct entry 
written alongside.

- Abbreviations :  Avoid abbreviations always. Write the complete 
form of any disease or treatment or investigation to avoid confusion, 
as the abbreviations may be interpreted in more than one way.

- Prescriptions : All prescriptions must carry date, patient's name, 
clearly written drug name, strength, dosage and your signature 
with stamp.

- Investigation reports : the attending pediatrician must initial all 
the reports of a patient that he has seen and acted upon.

- Consent : consent and other declarations must be obtained on 
a separate sheet, with a witness's signature attested alongside 
the patient's and attached to the main case sheet.

- Transfer note : Whenever a patient is transferred to another
institute for management, the detailed transfer note should be 
photocopied/carbon copied and attached to the main case sheet after 
obtaining a signature on the copy from the patient's relative, indicating 
that the original transfer note along with other documents is handed 
to them.

- Police case or medico legal case : whenever a medico legal case
is being treated by a pediatrician, such as head injury, poisoning, 
road accident, burns and scalds, alleged physical or sexual abuse 
of minor etc., the history and clinical findings along with date and time 
should be very carefully recorded and a copy should be given to the 
police and relatives with signatures of both obtained on the 
pediatrician's personal copy.

- Receipt for documents handed : On discharge, it is prudent to 
prepare a list of all documents (investigation reports, radiology reports, 
specialist referral notes, hospital bill etc) the originals of which are 
handed to relatives, and obtain their signature on it, as a proof of 
one's transparency.

5. Outpatient documents : Most pediatricians hand over their OPD case 
papers(history, clinical findings and treatment written on letterhead) to 
patient, without maintaining a copy of the same. This has two fold 
disadvantages, if the patient looses the record, then treatment continuity 
is lost and in case of medico legal litigation, the pediatrician has no 
records to build his defense on.

 6. Consent : should be Voluntary (without pressure), by an adult of sound 
mind who is not under intoxication, after explanation, and reasonable 
understanding. It should be not by misrepresentation or hiding facts. It 

Alterations : Shabby alterations and overwriting can create doubts 
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should be Informed consent, writing (not implied or blanket). It should be 
on a separate sheet, and then attached to case record. Also get signature 
of witnesses - two from hospital side and two from patients side. A denial 
of consent for a procedure, investigation or treatment should also be duly 
recorded with date, time and caretaker's signature and that of witness.

7. Time period for records maintenance : The emerging consensus is 
that while OPD records and indoor case records should be maintained for 
5 and 10 years respectively, records of medico legal cases should be 
maintained for 20 years. In case of minors records should be maintained 
for 25 years.

8. Confidentiality of records : A patient's medical records should only 
be shared with parents, or caretakers, or with the lawyers and court in 
case of litigation, and income tax authorities when demanded. Not only is 
this a moral obligation but it is also a legal obligation, violation of which 
can cause you liable to pay damages.

9. Issuing certificates : One should be extremely careful in issuing 
certificates, whether they be leave, fitness or death certificates. Many 
doctors have landed in difficulty because of trying to oblige a patient by 
fiving a certificate carelessly and casually.

3

o Medical audit refers to assessment of all Practice Management issues
at timely interval to obtain trends, and to match these trends against 
expectations and goals. This is done to make changes in practice 
management issues. Assessment could be done for the physical 
premises itself, personal discipline with regards to punctuality, patient 
care staff efficiency and sincerity, trends in disease presenting in clinic, 
trends in using various classes of medicines, results of treatment, 
improving or declining patient load, clinic maintenance expenditure
and several other fields.

o Audit can be done by random selection of records or a systemic review 
of a parameter. Audit could be scheduled annually, biannually or 
quarterly. Audit could be done by the doctor or by staff trained for it. 
The result of audit should be shared with entire staff managing the clinic 
so that each member can make an attempt to bring about the positive 
change.

Dr. Tushar Shah 
drtusharshah@hotmail.com

MEDICAL AUDIT
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Adult Varient Wilm's Tumor: Case Report 

A 15 ½ yr old male adolescent, with  no co morbidities in past, presented 
with  right flank pain 1 month back which relieved followed by gross 
total hematuria few days later. His general examination revealed pallor 
and hypertension with no other positive findings. On palpation of abdomen 
a firm , non tender lump was palpable in the right hypochondriac and
lumbar region.

His USG Abdomen done revealed the right kidney measuring 18.4 x 8.6 cm 
including  a large mass (15.9 x 9.8 x 14.5 cm ), occupying almost whole 
of the kidney except lower pole showing normal parenchymal pattern. 
Mass lesion showed inhomogeneous echo texture with areas of necrosis. 
No evidence of calcification was seen. Based on the ultrasound findings 
a CT scan was advised .Contrast enhanced CT Abdomen showed 
heterogeneous right  renal mass of 20x 16cm arising from upper and 
rnid pole of right kidney. It also showed multiple liver metastasis with 
involvement of inferior surface of liver, no renal vein or IVC thrombosis, 
but multiple enlarged lymph nodes. (Fig.)

Chest X ray done was unremarkable. Hence a diagnosis of right renal 
mass with liver metastasis was made. Child was immediately taken up 
for surgery. 

His intra operative findings showed a very large right renal mass with 
multiple large hilar, para cavaI and retro caval lymph nodes. There was 
no obvious extra capsular extension. Two renal arteries and one renal 
vein were ligated and cut. Renal vein and IVC were free of thrombus. 
Whole kidney with tumor along with gerotas fascia was  excised and taken 
out. Three large lymph nodes were excised and taken out.  He underwent
a right radical nephrectomy and his post operative  course was uneventful. 
The gross examination of specimen revealed  kidney with tumor
with segment of ureter & perinephric fat weighing 2203 grams,
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On opening, renal parenchyma was almost completely replaced 
by grey white friable tumor. Areas of hemorrhages & necrosis were seen, 
Tumor grossly invaded renal sinus fat. The light microscopy showed 
blastemal predominant Wilm's tumor. The mesenchymal component
is  also represented. IHC confirmed the diagnosis. The tumor cells 
expressed WT-1 and were immunonegative for Synaptophysin,
Mic-2, Desmin & Myogenin. Renal artery, vein and ureter were :
Free of tumor. A final diagnosis of Adult Wilm's tumor, stage IV biphasic 
type with favorable histology was made.

Patient was planned for aggressive multimodal therapy. He first received 
irradiation to the tumor bed. Subsequently he was started on adjuvant 
chemotherapy. Because of advanced stage at presentation and considering 
the behavior of adult Wilm's tumor, very aggressive chemotherapy
was planned based on 5 drug combinations including carboplatin, 
etoposide, cyclophosphamide, doxorubicin and vincristine. Child tolerated 
chemotherapy well with few episodes of febrile neutropenia which 
were managed with broad spectrum antibiotics and growth factors. 
Follow up CT scan done after completing chemotherapy showed complete 
resolut ion of l iver lesions with no e/o local s i te disease.
The child is now 6 months off treatment and is doing well.

Wilm's tumor is a malignant embryogenic tumor of the kidney arising from 
metanephric blastema. It is rare to diagnose Wilm's tumor in adults. Though 
the histologic findings of Wilm's tumor in children are similar to the one seen
in Wilm's tumor in adults, they differ in their behavior and response to therapy. 
Wilm's tumor in adults shows a much aggressive course with poor response 
to available chemotherapeutic drugs.The incidence of adult wilm's tumor
is less than 0.2 per million per year. There are very few cases ( less than 300) 
of adult Wilm's tumor reported in literature so far. Kilton et al in 1980, 
laid down criteria for the diagnosis of adult Wilm's tumor which included:
a) It should be a primary renal neoplasm.
b) There should be presence of primitive blastematous spindle or round 

cell component.
c) Formation of abortive or embryonal tubular or glomeruloid structures

is necessary.
d) No areas of tumor should show features suggestive of renal cell 

carcinoma.
e) Pictorial confirmation of histology is required.
f) Age should be more than 15 years.

Because of the rarity of the disease itself, definite protocols or treatment 
guidelines are not defined for this disease. The prognosis of adult Wilm's 



PCKGP  Oct  -  Dec.  2010 47

tumor is poorer (Overall Survival 20-40 %) as compared to Wilm's tumor 
in children (OS 70-90%).

Hence all stages of adult Wilm's tumor must be offered aggressive multimodal 
therapy till molecular and genetic studies offer us insight into  the biology of 
these rare tumors and provide a means by which to improve outcomes. 

Dr. Urvinder Kaur
urviwani@hotmail.com

Hemapheresis

Apheresis is a Greek word meaning 'to separate' or 'to remove'. 
During the process of  hemapheresis, blood is withdrawn from a donor
or patient, one or more of its components are removed and the remaining 
blood returned to the individual. Hemapheresis is carried out for 
non-therapeutic or therapeutic reasons.. Various blood components 
are involved e.g. plasma, platelets, RBCs, granulocytes, blood peripheral 
stem cell (BPSC)  etc.

Non-therapeutic Apheresis
Non-therapeutic apheresis is carried out with an objective of collecting 
certain blood components and processing them for therapeutic use. 
For this, blood is collected from appropriate donors, the required component 
removed and the rest returned to the donor. For instance plasmapheresis 
may be done with the following objectives.

- To increase the plasma inventory for FFP transfusion
- For collection of IgA negative plasma (from IgA negative donors)
- To prepare immunoglobulin to Rh, tetanus, HBsAg etc.
- Preparation of albumin, plasma protein factor and other plasma 

components
- To prepare factors like factor VIII, factor IX complex etc.

Therapeutic Hemapheresis :
The American Sociciety for Apheresis (ASFA) has given guidelines for 
the use of therapeutic apheresis in clinical practice. The recommendations 
are evidence-based. Those with high level of evidence should be followed
in clinical practice. The use of those with poor quality evidence is subject 
to the individual clinician's decision. The indications with high quality 
evidence (level I and II) are mentioned below. Indications with low level 
of evidence are not mentioned.
Hematological Conditions :

Hyperviscocity in monoclonal gammopathies (I)
- Thrombotic thrombocytopenic purpura (I)     -  Red cell alloimmunization  (II)
-
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ABO incompatible hematopoietic progenitor cell transplantation (II)

Neurological Conditions
- Guillian Barre syndrome (I)    - Pediatric Autoimmune neuropsychatic   

disorders associated with streptococcal infectons (PANDAS) (I)
- Chronic inflammatory demyelinating polyradiculoneuropathy (CIDP) (I)
- Myasthenia gravis - exacerbation or surgical preparation (I)
- Multiple sclerosis (II)           -  Lambert-Eaton Myasthenic syndrome (II)
- Rasmussen's encephalitis (II)    

Paraproteinemic Polyneuropathies :  - IgA/IgA (I)   - IgM (II)

Renal
- Anti-glomerular basement membrane disase (Goodpasture's disease) (I)
- Cryoglobulinemia (I)        -  ABO incompatible solid organ transplantation (II)
- Antibody mediated rejection (II) - Heterzygous familial hypercholesterolemia (II)

Others
- Mushroom poisoning (II)  - Phyantic acid storage disease / Refsum's disease (II) 

Erythrocytapheresis
- Polycythemia vera (II)    - Severe babesiosis (II)     - Severe malaria (II)

Leukopheresis
- Hyperleukocytosis with leukostasis (I)    - Symptomatic thrombocytosis (II)

Procedure of Apheresis
Strict criteria are laid down for the selection of donors and for the aseptic environment 
of the whole procedure of removing and returning the blood  and separation of the 
components. The manual separation carried out in the past has now been given up
for automated separation.We can see  that there are a number of conditions where 
hemapheresis is found to give some benefit. The facility of apheresis will be made 
available at the Jalaram Blood Bank at the KGP children Hospital very soon.

Dr. Urvinder Kaur Dr. Sunil Shah
Pediatric Hemato -Oncologist Medical  Director Jalaram Blood Bank

KGP Children Hospital Vadodara Reg. Blood Transfusion Center Vadodara

-


