HERBAL NUTRITIONAL SUPPLEMENT
FOR TREATMENT OF

SCIATICA / LUMBER DISC PROLAPSE
Lumber disc prolapse/ sciatica is a painful condition for which no specific medical
treatment is available. The medical advice is usually based on bed rest for long time
and pain killers.
Lumbar disc herniation occurs 15 times more often than cervical (neck) disc herniation,
and it is one of the most common causes of lower back pain. Americans spend at least
$50 billion each year on low back pain, the most common cause of job-related disability
and a leading contributor to missed work. About 250,000 Americans have disk surgery
for sciatica each year, while another quarter-million instead choose physical therapy,
painkillers or rest until they feel better. In India no definite figures are available. Some
studies reported the prevelance of disease about 3-8%.
Most of the cases do not relieved by this medical advice and if relieved, the recurrence
is one of the major problems, and normally the patient is advised for surgery. Review of
literature indicates that the result of surgery varies from 10-30%, and once there is
failure of surgery, the treatment is very difficult. Hence it is needed to have some sort of
medical treatment, which can give curative effects to these patients and bring out them

from this malady.

So far specifically, neither allopathic nor herbal medicine/ supplement is claiming
to have a cure for this disease. Here are the details of the herbal nutritional
supplement as developed by KRASS and which have been found to be useful in the

treatment of this disorder.

There are many choices of treatment available (Annexure 1) But any of such treatment
do not provide full relief from the symptoms or disease (Annexure 2), good amount of
financial involvement (Annexure 3) fair amount of recurrence (Annexure 2), low success

rate, surgical complications (Annexure 1) etc.



Where as the treatment with this herbal nutritional supplement ( Annexure 4) have the

following advantages over the ongoing treatment

Complete cure after due course of treatment

Rest only for 3 weeks — You can do day to day activity

No recurrence after 15 years follow up study

No side effects

More then 90% cure rate

Financial implications are affordable to lower medium class community

Avoiding all complications of surgery
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No repeated surgery

The improvement with this supplement starts in 3 weeks of starting the treatment
(Annexure 5). The details of product are given in annexure 6.



Annexure 1

Choice of available treatments and prognosis

Physical therapy : About 46 % CASES RESPOND TO bed rest for 4-6 months
followed by physiotherapy. Out of these cases most on the cases shows recurrence
Medication : There are several different types of medicines that you may be prescribed
to help ease the symptoms of a slipped disc. These are described in more detail below.
» Analgesics (painkillers), such as paracetamol
» Non-steroidal anti-inflammatory drugs (NSAIDs), such as ibuprofen,
diclofenac and naproxen
» Codeine (a stronger type of painkiller), often taken in combination with
paracetamol
» Corticosteroid (steroid) injections
» Muscle relaxants, such as diazepam
Surgery
The aim of surgery is to cut away the piece of the disc that bulges out. This is known as
a discectomy and can be done in several ways. Some of these procedures are

explained in more detail below.


http://www.nhs.uk/conditions/anti-inflammatories-non-steroidal/Pages/Introduction.aspx
http://www.nhs.uk/conditions/Corticosteroid-(drugs)/Pages/Introduction.aspx

Open discectomy : An open discectomy is a procedure to remove part or all of the

slipped disc.
Prosthetic intervertebral disc replacement : Prosthetic intervertebral disc replacement

involves having a prosthetic (artificial) disc inserted into your back to replace the slipped
disc. One study found that 87% of people felt that their quality of life had improved three
months after having this procedure.

Endoscopic laser discectomy : Endoscopic laser surgery involves making a small

incision (cut) to access the spine and using an endoscope to view the disc. One study
found that 67% of people could move around more easily six months after having
endoscopic laser surgery, and around 30% of people needed less pain relieving
medication. Around 2-4% of people needed another operation. Another study reported
that, on average, people returned to work after seven weeks.

For most people, this type of back surgery helps to ease symptoms. You can usually
return to work after two to six weeks. However, the surgery does not work for everyone,
and you may require further operations and treatment if the initial surgery does not

work.

Surgical Complications

Possible complications resulting from surgery may include:

» an infection

» nerve injury

» haemorrhage (severe bleeding)

» temporary dysaesthesia (impaired sense, for example not being able to

sense touch)

Before having surgery, ask your surgeon what complications you may be at risk of
developing and how long it will take to recover. You may be given a rehabilitation
programme to follow.
One review of a number of studies found that exercise programmes which started four

to six weeks after surgery on the lumbar spine (lower back) helped to:



» decrease pain

» improve people’s ability to function



Annexure 2

Dewing et al reported that after Microdiscectomy for symptomatic lumbar disc
herniations the mean decrease in VAS leg pain score was 4.7 points (from mean
preoperative 7.2 to mean postoperative 2.5). The mean Oswestry index improved from
53.6 before surgery to 21.2 at final follow-up. A recurrence rate » % have also been
reported.

Atlas et al reported that over the 4 years there was little evidence of harm from either
treatment. The 4-year rate of re-operation was 10%, which is lower than the 19.4%
reported by MLSS at five years.

It appears, despite the improvement in symptoms, that except for the first 6 weeks after
surgery, work status is not related to treatment. Work status showed a non-significant

benefit for surgery at 4 years.

James N. Weinstein,® Jon D. Lurie,* Tor D. Tosteson et al. Surgical versus Non-
Operative Treatment for Lumbar Disc Herniation: Four-Year Results for the Spine
Patient Outcomes Research Trial (SPORT). Spine (Phila Pa 1976). 2008 December 1,
33(25): 2789-2800.

Dewing CB, Provencher MT, Riffenburgh RH, Kerr S, Manos RE. The outcomes of
lumbar microdiscectomy in a young, active population: correlation by herniation type
and level. Spine (Phila Pa 1976). 2008 Jan 1;33(1):33-8.

Atlas SJ, Keller RB, Chang Y, et al. Surgical and nonsurgical management of sciatica
secondary to a lumbar disc herniation: five-year outcomes from the Maine Lumbar
Spine Study. Spine. 2001;26:1179-87


http://www.ncbi.nlm.nih.gov/entrez/eutils/elink.fcgi?dbfrom=pubmed&retmode=ref&cmd=prlinks&id=19018250
http://www.ncbi.nlm.nih.gov/entrez/eutils/elink.fcgi?dbfrom=pubmed&retmode=ref&cmd=prlinks&id=19018250
http://www.ncbi.nlm.nih.gov/pubmed?term=%22Dewing%20CB%22%5BAuthor%5D
http://www.ncbi.nlm.nih.gov/pubmed?term=%22Provencher%20MT%22%5BAuthor%5D
http://www.ncbi.nlm.nih.gov/pubmed?term=%22Riffenburgh%20RH%22%5BAuthor%5D
http://www.ncbi.nlm.nih.gov/pubmed?term=%22Kerr%20S%22%5BAuthor%5D
http://www.ncbi.nlm.nih.gov/pubmed?term=%22Manos%20RE%22%5BAuthor%5D
http://www.ncbi.nlm.nih.gov/pubmed/18165746?ordinalpos=1&itool=EntrezSystem2.PEntrez.Pubmed.Pubmed_ResultsPanel.Pubmed_SingleItemSupl.Pubmed_Discovery_RA&linkpos=1&log$=relatedarticles&logdbfrom=pubmed

Annexure 3

Cost of surgery

Economics of Surgery: PLDD vs. Traditional Back Surgery

PLDD is an outpatient procedure approved by the FDA, with no general anesthesia, no
operating room cost, no recovery room cost, and no hospitalization cost. Office workers
usually return to work in five days.

Traditional Back

ltem PLDD Costs Surgery Costs
Doctor's Fee $45,000
Operating Room &
Recovery Room N/A $4,475 (3 hrs.)
Anesthesiologist N/A $4,000
Hospital Stay N/A $25,000 (3 days)
Total $78,475
Each Additional
Disc: $10,000
Lumbar $5,500
Thoracic $6,000

The above numbers speak for themselves. It's easy to see which procedure is more
cost effective.



Details of Herbal Nutritional supplement

Disease Name

Work Started

Total Patients in India
Total Patients in World
Patients Handled
Patients Cured

Success Rate of other
diagonisis

Success Rate of AAY
No. of Records Available
Treatment Methodology
Duration of AAY Treatment
Total Cost of other
treatments

Total Cost of AAY
treatment
AAY Internal Expenses

SCIATICA // PIVD // SLIP
DISC // LUMBER DIS

PROLAPSE
1990

ABOUT 150
145
30%

More then 90 %

More then 100

AAY

4-6 Months

In India - 40-60 thousand ;
In other western countries
$ 12 - 45 thousand (
Approx. INR 80000 —
200000)

About INR 12000-15000
About INR 2000

Annexure 4



Annexure 5

Symptom

Duration of relief

Radiation of pain to areas beyond
known dermatomal patterns

Improvement between 90 - 120 days

Pain in buttocks (referred)

Improvement between 90 - 120 days

Sitting uncomfortable

Improvement between 60 - 90 days

Backpain Variable improvement (depending on
physiotherapy) in 120-360 days
Sciatica Improvement between 60 - 90 days

Neurogenic claudication

Improvement between 90 - 120 days

Sensory dysfunction

Improvement between 60 - 90 days

Cold feet

Improvement between 60 - 90 days

Burning

Improvement between 60 - 90 days

Tingling, hyparasthesia
Saddle pain — genital hypasthesia

Improvement between 60 - 90 days

Stance- tilted to one side

Improvement between 60 - 90 days

Movements restricted

Improvement in SLR start by 21 days
Improvement continues and SLR comes
to normal by 90 days

Lordosis obliterated

Improvement between 90 - 120 days

Leg: sensations — Hypoasthesia

Improvement between 60 - 90 days

Weakness of muscles

Improvement between 90 - 120 days

Wasting in muscles

Variable improvement in 120-360 days

Reflexes

Improvement between 90 - 120 days




Annexure 6
PRODUCT DETAILS

Product

This is a herbal nutritional supplement.

It does not contain any "Bhasma"”

This supplement is being successfully used by KRASS for more then 11 years.

This herbal nutritional supplement has shown the significant clinical improvement /
cure for treatment of sciatica/lumber disc prolapse.

A new formulation not marketed anywhere in the world as yet.
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Product characteristics
» Fine granule form — powder.
» Mildly bitter in taste
» Shelf life for the product is 2 years

Usage

» Dispensed in capsule form.
» Generally, duration of treatment is about 120 days.

Claim to fame
» Effective in improving/cure Sciatica
» Cure rate varies from 90-95% in a case study of about 150 cases.
» Effective in improvement/cure of lumber disc prolapse
> Effective in improvement/cure of chronic Sciatica / lumber disc prolapse
cases not responding to any treatment.
Genesis of the product

» Developed as long-term research on cases of Sciatica / lumber disc prolapse.
» Scientific paper have not been published because of the conditions of patent.

Substantiation of safety and claims
» Product has been tested as per WHO standards
» Data to substantiate the claim is available for review.

» Safety data for the product is also available for review.
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> In vitro data is also available to support the product.
» Heavy metal testing data is available as quality assurance documents.

Differentiation from existing products (USP)

» No formulation or even drug, marketed in India or abroad is making such
claims.

Market Potential

» Lumber disc prolapse/ sciatica being considered as difficult to cure disorder.
Once subsided it has recurrence in most of the cases. Surgical treatment is

also not satisfactory.
> A ray of hope in this field may be a break through in the medical treatment of

these disorders.

This product is envisaged to hit the international market very strongly and also attack
all other areas effectively due to its broad-spectrum characteristics.
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