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Newly Introduced Intraocular Therapy
for Diabetic Retinopathy

Pathologic changes of
the retina caused by diabe-
tes is the leading cause of
blindness in working adults.
Diabetic retinopathy has no
known cure, treatment op-
tions are inadequate, and
prevention strategies offer
limited protection.

"We are not aware of an-
other study that has demon-
strated a therapy capable of
reversing this form of retinal
pathology, particularly in the
presence of persistent un-
treated hyperglycemia,"
commented lead investiga-
tor Maria B. Grant, MD, of the
Eugene and Marilyn Glick
Eye Institute of Indiana Uni-
versity, Indianapoalis, IN.

"This research is based
on the hypothesis that an
imbalance between two
axes of the RAS is a key ini-
tial event that leads to devel-
opment of diabetic microvas-
cular complications," ex-
plained Dr. Grant. The two
axes consist of the classic
and vasoprotective RAS.

The proinflammatory,
vasoconstrictive classical
RAS component is normally
kept in check by a
vasoprotective axis that is
both anti-inflammatory and
vasodilatory. Angiotensin
converting enzyme-2 (ACE-
2) is the primary enzyme of
the vasoprotective
component.Administration
of AAV-ACE--the therapeutic
agent under evaluation--di-
rectly into the vitreous cav-
ity of the eye using an adeno-
associated virus vector, in-
creases ACE-2 expression.

Investigators used mice,
some of which were injected
with streptozotocin (STZ) to
induce diabetes. The protec-
tive effects of AAV-ACE2
were examined by perform-
ing two sets of experiments.
In one cohort, AAV-ACE2
was administered two
weeks prior to STZ injection.
In a second cohort, to evalu-
ate whether the enhanced
expression of ACE2 could
reverse diabetic retinopathy,
AAV-ACE2 was adminis-
tered six months after STZ,
when diabetes and retinopa-
thy were already estab-
lished.

The investigators found
that both strategies effec-
tively decreased the num-

bers of proinflammatory
cells present in the diabetic
retina. Leukostasis--abnor-
mal aggregation and clump-
ing of white blood cells within
blood vessels--was only
seen in diabetic animals re-
ceiving control injections.

In addition, using a histo-
logical endpoint of retinal
vascular degeneration,
called acellular capillaries,
the group determined that
the AAV-ACE2 injection
could reverse the diabetes-
induced pathology. "These
findings are very exciting
because it is traditionally
believed that this endpoint of
vascular degeneration, acel-

lular capillaries, represents
anirreversible lesion," em-
phasized Dr. Grant.

One strength of this ex-
perimental approach is that
intravitreal administration
eliminates the problem of
the blood-retinal barrier in-
terfering with access of sys-
temically-administered
therapeutic agents. Thein-
vestigators envision that in-
ducing ACE2
overexpression to improve
vascular characteristics and
decrease inflammation may
be translatable to other vas-
cular diseases such as
stroke, kidney disease, and
heart disease.

Stada first-quarter profit beats
on German generic boost

German generic drug-
maker Stada reported better
than expected quarterly ad-
justed earnings as iteked an
increase in revenues fromthe
embattled market for bulk
purchase agreements with
German medical insurers.
The beat gives management
firepower against an activist
investor seeking to replace
Stada's chairman and four
other supervisory board
members at a shareholder

meeting on June 9.
Stada will likely face ques-
tions about  Active

Ownership's investment and
speculation that the investor
could force a sale or break-
up of the company in confer-
ence calls later on
Thursday.The speculation
has driven the share price
higher, but a source told
Reuters earlier this month the
shareholder has no plans to
push for a sale. Adjusted net
income was up 6 percent at
40 million euros ($46 million)
in the first quarter, Stada said
on Thursday, compared with
average analyst expectations
for 37 million eurosina Reuters
poll.Stada said profits were
driven by the generic drugs
business in Germany, where
sales rose 8 percentto 76 mil-
lion euros. Stada, which also
makes branded non-prescrip-
tion treatments and diagnos-
tickits, said it was still forecast-
ing a slight gain for 2016 in
adjusted eamings before inter-
est, taxes, depreciation and
amortization (EBITDA) and
adjusted netincome. Shares

in Stada were up 0.8 percent
at 0830 GMT, outperforming
a0.5 percent weaker MDAX.

Aetna plans to remain in
Obamacare markets, may expand

Health Insurer Aetna Inc on Wednesday said it plans to
continue its Obamacare health insurance business next
year in the 15 states where it now participates, and may
expand to a few additional states.

"We have submitted rates in all 15 states where we
are participating and have no plans at this point to with-
draw from any of them," said company spokesman Walt
Cherniak. But he noted that a final determination would
hinge on binding agreements being signed with the states
in September.

Aetna sells the individual coverage on exchanges cre-
ated by the Affordable Care Act, also called Obamacare.
By also filing proposed rates in several other states, Aetna
said it had preserved its options to participate in them as
well next year. It declined to identify the potential new
markets.The 15 states where it currently participates are
Arizona, Delaware, Florida, Georgia, lllinois, lowa, Ken-
tucky, Missouri, Nebraska, North Carolina, Ohio, Pennsyl-
vania, South Carolina, Texas and Virginia.Aetna earlier this
year said its Obamacare business had operating losses
of about 3 to 4 percent in 2015, with improvements seen
in the latter part of the year. It is hoping the business will
have a break-even performance in 2016.

Rival insurers UnitedHealth Group Inc and Anthem Inc
have missed profit expectations because of losses in their
own individual Obamacare businesses.UnitedHealth Group
has said it will exit most of its Obamacare exchanges next
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Abortion rates fall to historic low
in wealthy countries,
little changed elsewhere

Abortion rates have dropped dramatically in the past 25
years to historic lows in wealthy countries, but dipped only
slightly in poorer developing nations, according to a global
study published on Wednesday.

The study - by the World Health Organization (WHO)
and Guttmacher Institute - also found that imposing restric-
tive laws does little to lower abortion rates, but is more likely
to force people into having unsafe terminations.

It estimated that on average 56 million abortions took
place each year worldwide from 2010 to 2014.

The overall findings highlight a lack in poorer countries
of access to modern contraception methods - such as the
pill, implants and coils - to reduce unwanted pregnancies,
the researchers said.

"In developing countries ... family planning services do
not seem to be keeping up with the increasing desire for
smaller families," said Gilda Sedgh, who led the research
at the Guttmacher Institute in the United States.

More than 80 percent of unintended pregnancies are in
women who are not getting the contraception they need,
she said, "and many unwanted pregnancies end in abor-
tion".

She said that by contrast the downward trend in abor-
tion rates in richer countries is largely due to "increased
use of modern contraception that has given women greater
control over the timing and number of children they want."

Published in The Lancet medical journal, the study used
abortion data from nationally representative surveys, offi-
cial statistics and other published and unpublished stud-
ies, along with information on the level of unmet need for
contraception and the prevalence of contraceptive use, by
type of method.

The researchers then used a statistical model to esti-
mate levels and trends in abortion incidence for all major
world regions and subregions from 1990 to 2014.

The researchers found that between 1990 and 2014,
the developed world’s annual abortion rate per 1,000 women
of childbearing age (15—44 years) dropped from 46 to 27,
mainly as a result of the rate in Eastern Europe more than
halving as modern contraceptive methods became more
widely available.Yet in poorer countries, the abortion rate
remained virtually unchanged, dropping from 39 to 37.

The study also found that termination rates were simi-
lar in countries where abortion is legal and where it is
prohibited.Where abortion is prohibited altogether, or al-
lowed only to save a woman’s life, the rate was 37 abor-
tions per 1,000 women, compared with 34 per 1,000 where
itis legal.

"More women living in countries with the most restric-
tive abortion laws have an unmet need for contraception -
that is, they want to avoid getting pregnant but are not
using a method of family planning - than women in coun-
tries with more liberal laws, and this adds to the incidence
of abortion in countries with restrictive laws," Sedgh said.

EAST EUROPE

Over the last 25 years, Eastern Europe has seen the
biggest drop in abortion rates, but rates also fell in Eu-
rope and North America, the study found.

The overall abortion rate in Africa, where the vast ma-
jority of abortions are illegal, remained virtually unchanged
at 34 abortions per 1,000 women in 2014 versus 33 in
1990-94."We already know nearly $300 million are spent
each year on treating the complications from unsafe abor-
tions," said Bela Ganatra, a WHO scientist who also
worked on the study.She said the high rates of abortion in
developing countries showed the need to improve access
to effective contraception. "Investing in modern contra-
ceptive methods would be far less costly to women and
society than having unwanted pregnancies and unsafe

AstraZeneca drug wins
orphan status in thyroid cancer

An experimental
AstraZeneca drug that failed
last year as a treatment fora
rare cancer of the eye has
been awarded special "or-
phan" status in the United
States for a type of thyroid
cancer.

The British drugmaker,
which is relying on cancer
treatments to revive its for-
tunes following a wave of
patent expiries, said on
Thursday the decision
showed the potential impor-
tance of selumetinib for some

patients.Orphan status is
awarded to medicines
promising significant ben-
efit in treating rare, life-
threatening diseases and
the designation provides
companies with special de-
velopment and market ex-
clusivity incentives.
AstraZeneca's drug is
being tested for patients
with advanced differenti-
ated thyroid cancer who fail
to respond adequately to
radioactive iodine.
Selumetinib, which be-

longs to a class of cancer
drugs known as MEK inhibi-
tors, failed to meet its goal
in a late-stage trial for uveal
melanoma in July 2015.

The drug is also being
investigated as a treatment
for advanced non-small cell
lung cancer. However, it is
viewed by analysts as less
important commercially
than AstraZeneca's recently
launched cancer drugs
Tagrisso and Lynparza, and
its experimental product
durvalumab.

House passes bill to aid children
born into opioid dependency

A sign marks the entrance
to the Neonatal Therapeutic
Unit at Cabell Huntington
Hospital, where staff mem-
bers have acted to treat an
alarming number of drug-de-
pendent newborns, in Hun-
tington, West Virginia, Octo-
ber 19, 2015. REUTERS/
Jonathan Ernst

A sign marks the entrance
to the Neonatal Therapeutic
Unit at Cabell Huntington
Hospital, where staff mem-
bers have acted to treat an
alarming number of drug-
dependent newborns, in
Huntington, West Virginia,
October 19, 2015.

The House of Represen-
tatives on Wednesday unani-
mously passed legislation to
improve safety planning for
children who are born
dependent on opioid drugs.

A similar bill is pending in
the Senate. Itis one of more
than a dozen new measures

Studies of pregnant
mice with Zika cement
microcephaly link

An edes aegypti mosquito
is seen inside a test tube as
part of a research on pre-
venting the spread of the Zika
virus and other mosquito-
borne diseases at a control
and prevention center in
Guadalupe, neighbouring
Monterrey, Mexico, March 8,
2016.Studies from three dif-
ferent teams of scientists of-
fered proof on Wednesday
that Zika can reach and de-
stroy brain cells in the fe-
tuses of pregnant mice, find-
ings that solidify the link be-
tween the mosquito-borne
virus and birth defects

that are aimed at address-
ing a U.S. epidemic of ad-
diction to pain pills and
cheap heroin. The legis-
lation came in response to
a Reuters investigation last
year, titled "Helpless and
Hooked," which revealed
that atleast 110 babies had
died since 2010 after being
born dependent or ex-
posed to opioids and sent
home with parents ill-pre-
pared to care for them.
"It's hard to imagine that
stories like these could be
any more tragic," Rep. Lou
Barletta, a Pennsylvania
Republican who is the
prime sponsor of the bill,
said on the House floor.
"Unfortunately, they are.
Because they should have
and in many cases could
have been prevented."
Only nine of the 50 U.S.
states followed a federal
law requiring them to track
and help those newborns,
Reuters reported. The
news agency found that
more than 130,000 new-
borns were diagnosed with
drug withdrawal over the
last decade, but most of
them weren't reported to
state child-protection
authorities.In April, the U.S.
Department of Health and
Human Services asked all
states to report by June 30
whether and how they are
following the existing law,
known as the Child Abuse
Prevention and Treatment
Act. States receive federal
funding after giving assur-
ance they are complying.
Rep. Katherine Clark of
Massachusetts, the lead-

ing Democratic co-sponsor,
emphasized that the new
legislation would require
help for not only the new-
born but also for the mother
and family. That provision is
aimed at overcoming resis-
tance to reporting cases of
newborn addiction among
doctors and other health-
care workers, who some-
times fear that mothers
may be punished if the
cases come to official at-
tention. "This important
step with this bill is to en-
sure that the whole family
is healthy and successful
and supported,” Clark said.
The measure, formally
known the Improving Safe
Care for the Prevention of
Infant Abuse and Neglect
Act, passed 421-
0.Children's advocates are
seeking more federal fund-
ing to go with the commit-
ment. “We would view this
as a good first step, but
they need to make it real
and put some money init,”
said John Sciamanna, vice
president of public policy for
the Child Welfare League of
America.

Among the other opioid-
related bills adopted by the
House on Wednesday was
one designed to help states
emulate a pilot program for
drug-affected newborns in
Huntington, West Virginia.
Rep. Evan Jenkins, a Re-
publican who helped create
the Huntington facility,
known as Lily's Place, be-
fore he became a con-
gressman, said his bill
would help improve access
to care for poor babies and
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Prostate Cancer Test Identifies Molecular
Changes in PSA Protein Accurately

The Cleveland Clinic re-
search was presented at
the American Urological As-
sociation annual meeting.
The study - part of an ongo-
ing multicenter prospective
clinical trial - found that the
IsoPSATM test can also dif-
ferentiate between high-risk
and low-risk disease, as
well as benign conditions.

‘IsoPSATM test can
identify molecular changes
in prostate specific antigen
(PSA) protein more pre-
cisely and also differentiate
between high-risk and low-
risk disease.’

Although widely used, the
current PSA test relies on
detection strategies that
have poor specificity for
cancer - just 25 percent of
men who have a prostate
biopsy due to an elevated
PSA level actually have
prostate cancer, according
to the National Cancer Insti-
tute - and an inability to de-
termine the aggressiveness
of the disease.

The IsoPSA test, how-
ever, identifies prostate can-
cerina new way. Developed
by Cleveland Clinic, in col-

With Best
Compliments from:

NIDHISH
MEDICALS

S-15/10, Ganesh
Market, Indiranagar,
Lucknow.

Ph.:9415797272

laboration with Cleveland
Diagnostics, Inc., IsOPSA
identifies the molecular
structural changes in pro-
tein biomarkers. Itis able
to detect cancer by identi-
fying these structural
changes, as opposed to
current tests that simply
measure the protein's con-
centration in a patient's
blood.

"While the PSA testhas
undoubtedly been one of
the most successful
biomarkers in history, its
limitations are well known.
Even currently available
prostate cancer diagnostic
tests rely on biomarkers
that can be affected by
physiological factors unre-
lated to cancer," said Eric
Klein, chair of Cleveland
Clinic's Glickman Urologi-
cal & Kidney Institute.
"These study results show
that using structural
changes in PSA protein to
detect cancer is more ef-
fective and can help pre-
vent unneeded biopsies in
low-risk patients."

The clinical trial involves
six healthcare institutions
and 132 patients, to date.
It examined the ability of
IsoPSA to distinguish pa-
tients with and without bi-
opsy-confirmed evidence
of cancer. It also evaluated
the test's precision in dif-
ferentiating patients with
high-grade (Gleason =7)
cancer from those with
low-grade (Gleason = 6)
disease and benign find-
ings after standard ultra-
sound-guided biopsy of
the prostate.

Substituting the IsoPSA
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structure-based composite
index for the standard PSA
resulted in improvement in
diagnostic accuracy. Com-
pared with serum PSA test-
ing, IsoPSA performed bet-
ter in both sensitivity and
specificity.

"We took an 'out of the
box' approach that has
shown success in detect-
ing prostate cancer but
also has the potential to
address other clinically im-
portant questions such as
clinical surveillance of pa-
tients after treatment,” said
Mark Stovsky, staff mem-
ber, Cleveland Clinic
Glickman Urological & Kid-
ney Institute's Department
of Urology. Stovsky has a
leadership position (Chief
Medical Officer) and in-
vestmentinterest in Cleve-
land Diagnostics, Inc.

"In general, the clinical
utility of prostate cancer
early detection and screen-
ing tests is often limited by
the fact that biomarker con-
centrations may be af-
fected by physiological pro-
cesses unrelated to can-
cer, such as inflammation,
as well as the relative lack
of specificity of these
biomarkers to the cancer
phenotype. In contrast,
clinical research data sug-
gests that the IsoPSA as-
say can interrogate the en-
tire PSA isoform distribu-
tion as a single stand-alone
diagnostic tool which can
reliably identify structural
changes in the PSA protein
that correlate with the pres-
ence or absence and ag-
gressiveness of prostate
cancer."
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Regular Exercise can
Reduce the Risk of
Cervical Cancer

"To our knowledge, this is
the first U.S.-based study
looking at the associations
between physical inactivity
and cervical cancer. Our
findings suggest that absti-
nence from regular physical
activity is associated with in-
creased odds of cervical
cancer," says J. Brian
Szender, MD, MPH, lead
author of the study and a fel-
low in the Department of Gy-
necologic Oncology at
Roswell Park.

‘Women who did not
engage in any physical ac-
tivity were two-and-a-half
times more likely to develop
cervical cancer when com-
pared to women who re-
ported that they exercise.’

The study included 128
patients diagnosed with cer-
vical cancer and 512
women suspected of hav-
ing cancer but ultimately
not diagnosed with the dis-
ease. Physical inactivity
was defined as having en-
gaged in fewer than four
sessions of physical activ-
ity per month. The reported
rates of physical inactivity
were 31.1% for women di-
agnosed with cervical can-
cer and 26.1% among the
control group.

The difference in risk re-
mained present even after
accounting for potential dif-
ferences in smoking, alco-
hol intake, family history of
cervical cancer and body
mass index. The findings
show that women who re-
ported that they did not en-
gage in any physical activ-

ity were two-and-a-half
times more likely to de-
velop cervical cancer
when compared to women
who reported that they ex-
ercise.

"We think that this study
sends a powerful public
health message: that a
complete lack of exercise
is associated with the
greater likelihood of devel-
oping a serious disease.
Our findings show that
any amount of exercise
can reduce cervical can-
cer risk," says Kirsten
Moysich, PhD, MS, senior
author of the study and
Distinguished Professor of
Oncology in the Depart-
ment of Cancer Preven-
tion and Control at RPCI.
"In addition to smoking
cessation and undergoing
regular screening, we have
identified another important
modifiable risk factor for
this disease."
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Hospital is a landmark tertiary care
health destination managed by highly
experienced group. First of its kind in
has the state-of-the-art technology

technology advantage is comple
mented by the man power excellence

features in our every touch.”
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Lucknow, the 50+ bedded hospital

providing sophisticated and specialized medical care at affordable cost. With
a team dedicated in bringing you a world of care with every visit. “World-
class medical care, friendly, devoted service and affordability are the key
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