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From the desk of Editor:

Over the last several months, results of various important studies have been
published. In this article, results of some of these studies have been discussed. These
trials may increase our understanding of various diseases, how we should approach
the patients and manage them thus being useful in our day to day practice.

Small studies done years back with glucose-insulin-potassium (GIK) drip have
been found to be useful in Ml after reperfusion. But there was lack of large randomized studly.
IMMEDIATE study was a large randomized controlled trial where GIK was used very early (before
reperfusion) in both AMI and ACS. In ROMICAT i trial, emergency department patients with chest
pain suggestive of evaluation to strategy incorporating Coronary Computed Tomography
Angiography (CCTA) early on significantly reduces length of stay and time to diagnosis, increases
direct emergency department discharge rates without apparent increase in missed ACS. Off pump
bypass surgery came before several years with the hope of improving survival and reducing
complication of bypass surgery. CORONARY assessed effectiveness of off-pump compared with on-
pump technique among patients undergoing coronary artery bypass grafting (CABG). Percutaneous
aortic valve replacement is big achievement for patients with aortic valve disease. The results of
PARTNER conducted to compare percutaneous transcatheter vs. surgical aortic valve replacement
for high risk patients and intermediate term (2 year) were published recently. Aspirin and
clopidogrel are standard treatment following recent ACS. Adding another anticoagulant,
rivaroxaban-an oral factor Xa inhibitor, was assessed in ATLAS ACS 2- TIMI 51 trial. Some of
neutrally mediated syncope patients have asystole. Logically, pacemaker therapy should be useful
in these patients. This was addressed in ISSUE 3 trial. CLOSURE trial evaluated percutaneous closure
of a patent foramen ovale (PFO) compared with medical therapy among patients with a cryptogenic
stroke or transient ischemic attack (TIA).

Dr. Urmil Shah

Recent Landmark Cardiovascular Trials of 2012
followed by reperfusion improves glucose,

A Double-Blinded Randomized Controlled Trial glycogen, energy metabolism and maintains

of Intravenous Glucose, Insulin & Potassium cellular ATP levels, supports cardiac function and
(GIK) for Acute Coronary Syndromes (ACS)in  delays necrosis, decreases plasma and cellular
Emergency Medical Services Free Fatty Acid (FFA) levels. Previous studies
have not evaluated GIK immediately after ACS
Experimental studies show that glucose-insulin- and before reperfusion as well as not in ACS
potassium (GIK) myocardial metabolic support, (donefor AMI).

started immediately in cardiac ischemia,
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IMMEDIATE is a landmark randomized study conducted to
test out-of hospital emergency medical service (EMS)
administration of GIK in the first hours of suspected ACS.
Intravenous GIK (30% glucose + 50U insulin + 80mEq KCL
per liter @1.5 ml/kg/hr) solution was administered to 411
patients and a 5% glucose placebo was administered to 460
patients in the out-of-hospital setting and continued for 12
hours. The primary end point was the progression of ACS to
M.
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Cohort Cohort Cohort Cohort

There was a statistically significant 52% reduction in the

Cohort Cohort

composite end point of cardiac arrest or in-hospital
mortality (odds ratio 0.48; p=0.01). The rate of cardiac
arrest or in-hospital mortality was 4.4% in the GIK-treated

patientsand 8.7%in the placebo arm.

Immediate EMS administration of GIK very early in the
course of ACS and STEMI, consistent with preclinical
research, can be done in a wide range of communities and
EMS systems. Progression to infarction, the primary
endpoint, was not prevented, but infarct size was
significantly diminished. Composite endpoint cardiac
arrest or acute mortality was significantly reduced, and FFA
levels were lower, consistent with the proposed FFA link to
arrhythmias. Risks and side effects rates from GIK are very
low, and GIK is inexpensive, potentially available in all
communities, and deserves further evaluation in trials for
widespread EMS use.
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2) ROMICAT Il - Rule Out Myocardial Ischemia/
Infarction Using Computer Assisted Tomography

Chest pain (CP) suggestive of ACS is the most common
presentation to the Emergency Department (ED). Current
strategies to rule out ACS has limitation and that leads to
overcrowded ED's, and unnecessary admissions. Despite a
low threshold to admit patients up to 2% of patients
discharged from EDs with missed ACS.

—— CCTA

——— Giandard ED Evaluation
100% +
90% -
80% -
70% A
60% -
50% -
40% -
30% -

20% o

Proportion of Patients Discharged (%)

10% 1

DO’IO T T T T T T T T T
0 6 12 18 24 30 36 42 48
Length of Stay (Hours)
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CCTA 501 404 191 174 159 95 70 66 57
Standard ED Evaluaion 499 484 403 387 331 135 77 72 60

ROMICAT Il study compared CCTA screening approach to

standard care left to the discretion of the physician. The
primary end point of ROMICAT Il was length of stay. The
average time to diagnosis was 10.4 hours in the CCTA group
and 18.7 hours in the control group (p=0.001). By reducing
the time to diagnosis of patients in the CCTA group were
much more likely to be discharged directly from the
emergency department (46.7% vs 12.4%). The safety of the
CCTA-based approach was comparable to that of the
standard approach. There were no missed ACS cases in
either group, and major adverse events within 30 days
were statistically similar in both the CCTA and standard-
care groups (0.4and 1.0, p=0.37).

In ED patients with chest pain suggestive of ACS, an
evaluation strategy incorporating CCTA early on
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significantly reduces length of stay and time to diagnosis,
increases direct ED discharge rates without apparent
increase in missed ACS. Moreover, there is no increase in
costs of care despite more diagnostic testing in the CCTA
armwhen compared to current standard ED evaluation.

3) CORONARY: The Coronary Artery Bypass Grafting

Surgery Off or On Pump Revascularization Study

The objective of the CORONARY study was to evaluate off-
pump compared with on-pump technique among patients
undergoing Coronary Artery Bypass Grafting (CABG).
Patients with multivessel coronary artery disease
undergoing CABG were randomized to have the procedure
off-pump (n =2,375) versus on-pump (n=2,377). The first
co-primary outcome was a composite of death, nonfatal
stroke, nonfatal myocardial infarction or nonfatal new renal

failure requiring dialysis at 30 days after randomization.
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Among patients with multivessel coronary artery disease
undergoing CABG, the off-pump technique did notimprove
the primary composite outcome of death, myocardial
infarction (Ml), stroke, or renal failure requiring dialysis.
Although hard clinical outcomes were not improved, off-
pump CABG reduced the need for transfusion, reoperation
for bleeding, acute kidney injury and respiratory
complications. Repeat revascularization was slightly
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increased with off-pump CABG and slightly fewer bypass
grafts were performed.

In summary, there was no significant difference between
off-pump and on-pump CABG with respect to the 30-day
rate of death, myocardial infarction, stroke or renal failure
requiring dialysis.

4) PARTNER CohortA: TAVRvs. Surgical AVR

Patients with severe Aortic Stenosis (AS) considered at high
risk (STS Score = 10%) for surgery were randomized to
either Transcatheter Aortic Valve Implantation (TAVI)
(transfemoral or transapical) or surgical Aortic Valve
Replacement (AVR). Patients were followed up. Mortality
rate, 30 day and 1 year were shown to be similar in
PARTNER study. 2 year outcome data for the same study
has been published recently.

Death from Any Cause or Stroke, Intention-to-Treat Population
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There was no difference in 2-year mortality (33.9% with
TAVR vs. 35% with surgery; hazard ratio [HR], 0.90; 95%
confidenceinterval [Cl],0.90-1.15; p=0.41) or frequency of
stroke (HR, 1.22; 95% Cl, 0.67-1.22; p = 0.52). Endocarditis
was uncommon (1.5% vs. 1%) and improvement in valve
area was maintained at 2 years in both arms. Paravalvular
regurgitation was more common with TAVR and was an
independent predictor of death on follow-up.
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5) ATLASACS2-TIMI51
Rivaroxaban in Patients with a Recent Acute
Coronary Syndrome (ACS)

This study was conducted to see the effect of Rivaroxaban,

oral direct factor Xa inhibitor, in patients with a recent ACS

in addition to dual antiplatelet agent. A total of 15,526

patients with recent ACS were randomly assigned to

receive twice-daily doses of either 2.5 mg or 5 mg of
rivaroxaban or placebo for a mean of 13 months and up to

31 months. The primary efficacy end point was a composite

of death from cardiovascular causes, myocardial infarction

orstroke.

Rivaroxaban =

(p = 0.008)

significantly reduced the

primary efficacy end o

point, as compared with ' 83

placebo, with respective

rates of 8.9% and 10.7% .

(hazard ratio in the e i il
Rivaroxaban Rivaroxaban

s, B e

rivaroxaban group, 0.84;
95% confidence interval B o5
[CI], 0.74 to 0.96;
P=0.008), with significant improvement for both the twice-
daily 2.5-mg dose (9.1% vs. 10.7%, P=0.02) and the twice-
daily 5-mg dose (8.8% vs. 10.7%, P=0.03). The 2.5-mg
twice-daily dose had the better benefit/risk balance, due to
alower bleeding risk than the 5-mg twice-daily dose.

In summary, in patients with recent ACS, rivaroxaban
reduced the risk of the composite end point of death from
cardiovascular causes, myocardial infarction or stroke.
Rivaroxaban increased the risk of major bleeding and
intracranial hemorrhage but nottherisk of fatal bleeding.

Pacemaker Therapy for Patients with Neurally-
mediated Syncope and Documented Asystole: A
Randomized Controlled Double-blind Trial
Previous two RCTs failed to prove superiority of cardiac
pacing over placebo of unselected Neurally-Mediated
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Syncope (NMS) patients with positive tilt testing. Logically,
pacing therapy should be effective for preventing syncope
recurrence in patients with NMS and documented asystole.
Those patients with NMS who has documented evidence of
asystolic syncope =3 seconds or nonsyncopal asystole =6
seconds underwent Permanent Pacemaker (PPM)
placement. Patients were then randomized to having the
PPM turned on (DDD-RDR) or off (ODO).

First syncope recurrence
(intention-to-treat)
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A total of 77 patients were randomized, 38 to PPM on and
39 to PPM off. Baseline characteristics were fairly similar
between the two arms. About 12% had evidence of
structural heart disease. The median total number of
eventsin these patients was seven, with approximately five
in the past 2 years. Approximately, 80% had evidence of
asystole = 3 seconds and syncope; the mean length of
asystole was 11 seconds. Presentation was a typical in 56%
of the patients, and about 8% presented with major injuries
related to fainting (fractures, concussion, etc.). The
incidence of first syncope recurrence was significantly
lowerinthe PPM on arm as compared with the PPM off arm
at 24 months (25% vs. 57%, p = 0.039). Procedure-related
complications were infrequent, with lead dislodgements in
four patients and subclavian vein thrombosis in one
patient.

The results of this trial indicate that dual-chamber
permanent pacing is effective in reducing recurrence of
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syncope in patients =40 years with severe asystolic NMS.
The overall strategy of using an Implantable Loop Recorder
(ILR) in order to determine indication for pacing likely
contributed to the positive findings and explains the
discrepancy with the negative results of some previous report.

7) CLOSURE
Evaluation of the STARFlex Septal Closure System in
Patients With a Stroke and/or Transient Ischemic
Attack due to Presumed Paradoxical Embolism

Through a Patent Foramen Ovale

Since several years
great debate is o P
going on for Patent % >
Foramen Ovale &
(PFO) closure in
patient with a

cryptogenic stroke

or Transient Recurrent stroke/TIA by 2 years, all-

cause death by 30 days, or
neurological death between 31 days
and 2 years

Ischemic Attack
(TIA). Patients with

. Medical
cryptogenic stro ke

therapy
due to a PFO were randomized to PFO closure with the
STARFlex device (n = 447) versus medical therapy (n =462).
Patients who underwent PFO closure were treated with

PFO closure with
STARFlex device

or TIA presumably

clopidogrel 75 mg daily for 6 months and aspirin 325 mg
daily for 2 years. Patients who received medical therapy
alone were treated with aspirin 325 mg daily, or warfarin
with international normalized ratio (INR) target 2 to 3, or
combination aspirin and warfarin according to physician
discretion.

The primary outcome, recurrent stroke or TIA within 2
years, all-cause mortality within 30 days, or neurological
mortality between 31 days and 2 years occurred in 5.5% of
the PFO closure group versus 6.8% of the medical therapy
group (p =0.37). Within 2 years, the number of strokes that
occurred was 12 versus 13 (p = 0.79) and the number of

—

TIAs was 13 versus 17 (p = 0.44), respectively, for PFO
closure versus medical therapy. Major vascular
complications (left atrial perforation, groin hematoma,
vascular surgical repair, peripheral nerve injury, procedure-
related transfusion, and retroperitoneal bleed) occurred in
3.2% versus 0 (p <0.001), atrial fibrillation occurred in 5.7%
versus 0.7% (p < 0.001) and major bleeding occurred in
2.6% versus 1.1% (p = 0.11), respectively, for PFO closure
versus medical therapy.

Among patients with cryptogenic stroke/TIA,
percutaneous PFO closure with the STARFlex device did not
reduce the incidence of the primary outcome at 2 years,
nor did it reduce the number of strokes.

Conclusion
B IMMEDIATE is a nicely done randomized study for
evaluation of GIKin very early phase of ACS and has shown

definite benefit for cardiacarrest and limiting infarct size.

B Previous studies of CTA have shown usefulness in ED in
patients with ACS. ROMICAT is another study which
showed usefulness of CCTA for the same.

B Since many years there is big debate for on-pump and
off pump bypass. The CORONARY study result clearly
showed that both have similar outcome.

B Transcatheter Aortic Valve Implantation (TAVI) 2 year
results are encouraging and has shown similar benefit
which was found at 1 year.

B First oral anticoagulant (direct thrombin inhibitor),
rivaroxaban, was found to be beneficial with an addition
todual antiplatelet agentin ACS patients.

B The neutrally mediated syncope is benign condition but
sometimes associated with significant recurrence and
can be dangerous in highly skilled professional. The
benefits seenin ISSUE 3 study have clearly given us some
guideline for usefulness of implantable loop recorder
and dual chamber pacemaker.

B Since several years there is a big debate for and against
putting device in patients with cryptogenic stroke or
transient ischemic attack (TIA). CLOSURE study showed
no advantage of putting device in this situation.

www.indianheart.com 5
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Reripheral\Vaseular Disease (PVD) Workshop! by Dr: Z@gﬁ{bﬁ{tﬂa‘ig

August 31 - September 1’ 2012 ) Dr. Ashit Jain is a well known

Interventional Cardiologist

practicing for the past 20 years
Patients who are eligible : Carotid Artery Stenosis ® Renal Artery in California. USA. Graduated

Stenosis ® Acute Limb Ischemia e Critical Limb Ischemia e
Claudication @ Aortoiliac occlusive disease ® Femoropopliteal
Disease @ Brachiocephalic Arterial Disease ® Venous
Thromboembolic Disease ® Thoracic Abdominal Aortic Aneurysms
® Mesenteric Disease ® Catheter-Based Interventions for Failing
Hemodialysis Accesses @ Infrapopliteal Peripheral Arterial Disease
® Intracranial Arterial Stenotic Disease @ Vertebral Arterial Disease

from University of Delhi,
completed Fellowship in Interventional
Cardiology and Peripheral Vascular Disease
at Ochsner Medical Center in New Orleans,
USA, he has developed an extensive clinical
research program at Washington Hospital
in Fremont, California and is involved in
Patients will be provided following FREE services: | Al s BES s el @il ol - 50

i He has also served as site principal
1. Consultation 2. ABI investigator on over 26 multi-center clinical

Daily screening camp of the concerned patients | ==EI RIS = RS
will be held in the month of July, 2012 at presented many abstracts and publications

. . in the field. A pioneer in Carotid

CIMS Hospital. Time : 2.00 pm - 6.00 pm Interventional Programs in the San
Organized by Francisco Bay area, he is affiliated with five

hospitals in the East Bay of San Francisco
#wCIMS - V

e and has personally performed over 500
Care Institute of Medical Sciences o .
ALCIVS... we care carotid interventions.

You may call any of our cardiologists listed on the front page to facilitate

ECP (External Counter Pulsation Therapy)
A AAAp A A A

(No surgery. No intervention. No pain.
p

: . . ™\
Non-invasive alternative to -\|
treat heart disease* =

-

*for patients with heart blocks in arteries
who cannot or don’t want to undergo
angioplasty / bypass & for old bypass

patients having recurrence of chest pain

\U

B Ecp (External Counter Pulsation), is a non-invasive procedure which reduces symptoms of angina pectoris.
H Ecp therapy is clinically tested and proven atraumatic outpatient alternative procedure to standard surgical interventions,
namely balloon angioplasty (PTCA) and bypass surgery(CABG).

You may call any of our cardiologists listed on the front page to facilitate

MCIMS® For appointment call : +91-79-3010 1200, 3010 1008
CareTstiute of Medieal Seiences - Mobile : +91-98250 66661 or email on opd.rec@cims.me

At CIMS... we care

www.indianheart.com
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i N Organized by
“ . Viedy CIMS ., The Heart Care Clinic

Care Institute of Medical Sciences A Clinical Care Consultants

Education For Innovation
lon

9" Annual Scientific Symposium, 18" Year of Academics

January 4-6, 2013

% The first 500 registered delegates
O$ <2 500/ only will get a FREE DVD Set of

instead of 3 5,000/- CIMS-CON 2012

“And also 5 more lucky draw winners will be gifted QUELNRNILAMLEVES
Only DVD set without CIMS-CON 2013 registration is available for ¥ 2000 * Offer valid till April 30, 2012

CIMS-CON 2013 Registration Form

Cheque or DD's to be made A/C payee and in the name of ‘CIMS Hospital Pvt. Ltd.” Kindly mail the registration form along with
the cheque/DD to our office. All Cash Payment are to be made at CIMS Hospital, Ahmedabad only.

Please note that it is mandatory to provide all the information. Please fill all fields in CAPITAL LETTERS

|:| Prof. |:|Dr |:|Nlr. |:|Mrs. |:|le.
[ |

Full Name |

Resi. Address|

|
Qualification| | |

|

|

Phone (sTD code) | | |

Email | | | | | HEEEEEN

** Hotel Accommodation is optional. If you have applied for accommodation, please send a separate deposit cheque of ¥ 3000 to cover the cost of your
stay for two nights. Spouse hotel registration will be charged extra. Students also need to pay for Hotel Accommodation at the same rate.

Hotel accommodation will be allotted on first come, first served basis as per preference of doctors from our list of hotels.

Payment Details Payment Details - Spouse Hotel Registration*

7 Spouse Hotel Registration Fee I 3,500/- (Non Refundable)

Delegate Name :

Tin word : Spouse Name :
Contact No. :
| DD/Cheque No.| | | | | | | ? Zinword :
| pate | | | | | | |||lecrcreaveno | | | [ [ | Jfoae| | JL ][] ][]
Bank : |Bank: |

*Please give seperate cheque of ¥ 3,500/- for spouse hotel registration

®
Nand CIMS CIMS Hospitals, Nr. Shukan Mall, Off Science City Road, Sola, Ahmedabad-380060
Care Institute of Medical Sciences ~ Phone : +91-79-3010 1059 / 1060 Fax: +91-79-2771 2770 (M) +91-98250 66664, 98250 66668
Email : cimscon@cims.me, www.cimscon.com / www.cims.me
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At CIMS... we care

CIMS Hospital : Nr. Shukan Mall, Off Science City Road, Sola,
Ahmedabad-380060. Ph.: +91-79-2771 2771-75 (5 lines)
For appointment call : +91-79-3010 1200, 3010 1008
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email : info@cims.me web : www.cims.me

Ambulance & Emergency : +91-98244 50000, 97234 50000, 90990 11234
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