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POST COVID -19 FUNGAL
PYELONEPHRITIS

Severe acute respiratory syndrome corona virus
2 [ SARS COV - 2] which has cost the corona virus
disease—2019 [ COVID 19] pandemic is associated with
variety of opportunistic fungal and bacterial infection .
Among fungal infection Candida and aspergillosis have
been main pathogens causing co infection in covid 19
infected individuals

Post covid -19 fungal infection due to multiple
factors , the use of steroids leads to hyperglycemia which
may precipitate diabetic ketoacidosis especially in patients
with diabetic mellitus which acts as a fertile ground for the
growth of fungi. These acidosis resulting in low PH which
provide the right environment for the fungal sports to ger-
minate.

Steroid use reduces the phagocytlc activity of
WBCs causing impairment of bronchoalveolar macroph-
age function. Fungal infection can involve lungs, skin, jaw
bones, joints ,kidney etc. Renal involvement as a part of

multi organ disease is seen in immunocompromised hosts ,
but isolated renal mucoromycosis in immune competent
individual is rare and is reported mostly from CHINA and
INDIA .

Renal mycosis presents with varied manifestations
from asymptomatic involvement to fever, chills and flank
pain. Urine may reveal pyuria or fungal material. Imaging
studies such as renal sonography may demonstrate falling
defects compactable with fungal infection. CT scan or ra-
dionuclide scan may demonstrate altered renal perfusion
and function. High index of suspicion is required to diag-
nose mycotes co-infection in patients previously treated
for COVID -19 infection.

Initially fungal pyelonephritis can be managed with
antifungal and antibiotics. Ifthere is hydronephrosis DJ stem
replacement may improve the outcome. Rarely patients
may require nephrectomy.

So, pyelonephritis in a patient with history of
COVID -19 infection requires aggressive workup for fun-
gal pyelonephritis as it as a high mortality rate. Investiga-
tion in the form of elevated D-dimer levels and imaging
finding suggested of perfusion defects in the kidney can
guide us to the existing of this uncommon entity and shoul¢
be further evaluated and if the diagnosis is confirmed th
it can be aggressively treated. )
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DEPARTMENT
ACTIVITIES

1. Mr.Deepak Luthera, Director, Griffith College,
Ireland delivered a speech on “Scope of
pharmaceuticals in Ireland and career
opportunities” on 26th April 2022.

Mr. Deepak Luthera, Director, Griffith College,
Ireland delivering speech.

2. An essay competition was held on 31st march
2022 with the theme “remove laws that harm,
create laws that empower on international
antidiscrimination day.

3. World health day with the theme “our planetour 5,14 tyberculosis day celebration
health” was celebrated and an essay writing

eompetition was held on 30th march 2022 5. International womens day 2022 was held on 8th

4. Anawareness program on “world tuberculosis march 2022 with the theme “gender equality today
day” with the theme “invest to end TB, save lives” for a sustainable tomorrow ““ and a guess the
and a flash mob was arranged on 24th march 2022. personality competition was conducted .
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International Women's Day Quiz programme
‘Guess the personality’.

i

International Women's Day tableau

National Science day celebration

6. National science day 2022 was organized with 7. Blood donation camp was conducted in association

the theme “integrated approach in science and with IMA blood bank and Indian Dental
technology for a sustainable future” on 28th Association, Chalakudy on February 14, 2022.
february 2022 and a painting competition was held Total volunteers participated in the camp is 42.

with the theme “impact of science on life and earth”.
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Blood donation camp

8. A talk on career opportunities and placement
options was done by Mr.Sony Varghese, EEZEE
link academy on 15th january 2022.

2 ey 5.
Chalakudy, Kerala, India
888P+58C, Chalakudy, Kerala 680307, India
Lat 10.315347°
Long 76.336142°
24/01/22 02:54 PM

Career development programme

9. An awareness programme was arranged on
Narcotics and drug abuse was conducted is
association with Vimukthi programme, Government
of Kerala on January 13,2022. The talk was given
by Mr. Jadeer P M, civil excise officer, Chalakudy

y T

Awareness programme on narcotics

10. Yogatraining was arranged for three days from 11h
January to 13th January 2022 on the College
auditorium. Sr. Infant Treasa, Nirmala Medical
Centre, Muvattupuzha was the resource person and
trainer. Total of 48 students attended the course.

Yoga training
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11. Constitution day celebration was conducted on 26-

11-2021, from morning 10.00 am at the Pharm D
block front- yard near the flag area. Presidential
address was given by Rev.Fr. Manoj Mekkadath
who had shared the history of Indian constitution
and also explains the pivotal role of Indian
constitution in assuring the Democracy, sovereignty,
secularism and Security of our Nations. Next Ms.
Vinni Wilson, Volunteer Captain had given the talk
on ‘Salient features of Indian Constitution’. She had
explained 12 salient featured and given more focus
of Fundamental rights, Fundamental duties of
citizen, Judicial freedom and Judicial review
process.

NSS Programme Officer, Mr. Aravind R had read
the ‘Preamble’ and the faculties and students
repeated the preamble in mass.

Staﬁ’ and students celebmtmg constltutlon day
and taking preamble.

12. National Unity Day was celebrated on October

31st,2021. The programme was conducted on
online through Zoom cloud meeting at 11.30 pm.
The programme started with NSS song by the
volunteers. Dr. K. Krishnakumar had given the
welcome address and invoked the importance of
National Unity Day in the present scenario to protect
the democratic value of the country and also shared
his experience during the visit to ‘Statue of Unity.
Presidential address was given by Rev.Fr. Manoj
Mekkadath who had shared the contribution of
Sardar Valla Bhai Patel in building the modern India.
NSS volunteers Hansel Hess and Anjali Jefy has
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13.

given the oration on the topic- Role of Sardar
Vallabhbhai Patel in Unifying India. All the audience
has taken National Unity Day pledge. The vote of
thanks was given by Ms. Jisna Wilson and
programme ended up by singing National Anthem.

- ST. JAMES'COLLEGE OF PHARMACEUTICAL SCIENCE

ST.JAMES MEDICAL ACADEMY, CHALAKUDY

RASHTRIYA EKTHA
DIWAS-2021
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Gandhi Jayanthi was celebrated on October 2nd
2021. The programme conducted on this occasion
include ‘Swatch Bharath Mission” with a motto of
‘Clean India Safe India’ campaign. The details of
the activity include playground preparation with
grass cutting and levelling of the land, road cleaning
and removal of grass from the public place.




Play Ground cleaning

14. World Pharmacist day was celebrated in

15
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collaboration with IPA kerala state branch and a
talk was done by Mr.Shishi Pakalkuri on the topic
“pharmacy:always trusted for your health “ on 25th
september 2021.An essay writing competition was
organized with the same theme for the students.

‘NSS day’ celebration was observed in the college
on 24th September 2021 with ‘Flag hoisting
ceremony’. The Flag was hoisted by Rev. Fr. Manoj
Mekkadath, Associate Director, St. James Medical
Academy and give the greetings on the NSS day
to the volunteers, followed by NSS day address
by Principal Dr. K. Krishnakumar. The annual
report was read by Mr. Clins Paul, Volunteer captain
and NSS day message was given by Anjali Jefy,
Volunteer. Vote of thanks was proposed by Mr.
Aravind R, NSs Programme officer. The
programme ended by mass singing of National
Anthem.

16
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Flag hoisting ceremony on 24th September,
2021 during NSS day

. National pharmacovigilance week was celebrated

from 17th to 23rd September 2021 with reference
to NCC-PvPI on behalf of the ministry of health &
family welfare, Government of India. An e poster
competition on the topic” importance of
pharmacovigilance in Indian population was
organized through online platform. A scientific
awareness talk by Dr. Gayathri Govindaraju was
conducted on the topic “importance and steps
involved in ADR reporting” on 22nd September
2021.

Internship orientation programme of 2016 PharmD
& 2019 Pharm D (PB) was conducted from 13th
September 2021 tol17th September 2021.The
program was welcomed by Prof. Dr. K.
Krishnakumar,Principal, St. James’ college of
pharmaceutical sciences,Chalakudy,inaugurated by
Rev.Dr.Antu Alappadan,Director,St.James’ group
of institutions,Felicitation was done by
Rev.Fr.Manoj Mekkadath,Associate director and
Vote of thanks by Mrs.Rosmin Jacob.On Day One
Rev.Dr.Antu Alappadan had a talk on team
management, Prof.Dr.K.Krishnakumar gave an
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Internship orientation programme

overview of internship,Dr.Lincy George discussed
on guidelines &rules &regulations of
internship,Mr.James Manjooran explained hospital
statutory procedures and Rev.Sr.Gelga gave an
overview on hospital. On second Day an online class
was taken by Dr.Benitta Mathewson role of clinical
pharmacist in hospital,Dr.Kesavan gave a talk on
pharmacology and its clinical applications,Dr.Akhil
Benchamin took an online class on drug dilutions
and dose calculation and patient health education
was taken by Dr.Cicily Joseph.Third day was
started by Rev.Fr.Naveen Ukken on
creativity,Dr.BinoyP.S took class on basic principles
of fracture & its management,Mr.Naijo V Anto gave
atalk on hospital safety,class on quality assurance
was taken by Mrs.Siby Devassakutty and Duties
and responsibilities of clinical pharmacist was
discussed by Dr.Anita P Antappan.On Day four
Various topics like Management of musculoskeletal
injuries by Dr.PrakashV,Clinical Protocol in
St.James” hospital by Rev.Fr.Tijo Alapatt,Hospital
infection control practices by Ms.Elsa
Vincent,Emergency care by Dr.Rahul.B and Legal
aspects of medicine administration by
Prof.Sr.Symphoria was dealt.Fifth Day was lectured
by Dr.Nandana on pharmacovigilance,an online
class by Dr.L.Panayappan on steps involved in
patient care. An interaction with respective
preceptors and experience of senior internship
students have been shared with students.
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18. Independence Day celebration (Azadi Ka Amrit
Mahotsav)- The 75th Independence Day
celebration was observed in the college by
conducting various programmes like Patriotic song
competition, Singing of National Anthem and
uploading the video.Total 38 volunteers have
participated in the ‘Let us sing National anthem’
programme.

Patriotic song competition conducted
online on 15th August, 2021.
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Dr.Lincy George has completed basic certificate
course on antimicrobial stewardship on January by
Consortium of Accredited Health Crae Associa-
tions (CAHO)

Dr.Lincy George has attended the 20th skill devel-
opment programme of Pharmacovigilence of Medi-
cal Products organised by National coordination
centre ,Pharmacovigilence programme of India,
Indian Pharmacopoeia Commission, Ghaziabadd,
India from 7th to 11th March 2022.

Mrs.Aji Varghese and Mrs.Happy Thomas par-
ticipated a Three Day Online National Webinar on
" Analytical methods for Stability Testing of Phar-
maceuticals and Herbal Formulations ' at Shri
Vishnu College of pharmacy, Andrapradesh in as-
sociation with [PA-Education Division from 7/3/
2022 to0 9/3/2022.

Dr.Krishnaprabha C has participated in a Three
Day National Webinar on “Current Strategies in
Targeted Drug Delivery” organized by Dept. of
Pharmaceutical Quality Assurance and Dept. of
Pharmaceutics, Shri Vishnu College of
Pharmacy,Andhra Pradesh, in association with As-
sociation of Pharmaceutical Teachers of India-AP
state branch from 23rd to 25th February 2022.

. Mrs. Bincy T Abraham attended AICTE Training

And Learning (ATAL) Academy Online Elemen-
tary FDP on “Design Thinking: A Patient Centric
Approach in Healthcare Industry” from 13/12/2021
to 17/12/2021 at NIET, Pharmacy Institute,
Greater Noida.

Dr.Alfet Raju participated National Institute Of
Physical Medicine And Rehabilitation In Associa-
tion With Mahatma Gandhi University Library,
Kottayam & Lore & Ed Research Associates 30
days International Online Workshop on Academic
Writing and Communication Skills, Research
Methodology,Reference Management, and Aca-
demic Publishing conducted from 23 November —

7.

10.

I1.

12.

13.

SEMINARS ATTENDED
DEPARTMENT OF PHARMACY PRACTICE

Mrs.Maria George has participated in the AICTE
Training And Learning (ATAL) Academy Online El-
ementary FDP on "Strategies to Enhance Potential
through Capacity Building among Teaching Frater-
nity" from 23/11/2021 to 27/11/2021 at Dayalbagh
Educational Institute (Deemed University).

Dr.Krishnaprabha C Participated and completed
successfully AICTE Training and Learning Academy
online Elementary FDP on “Emerging Trends in Drug
Discovery and Formulation Development organised
by KLE college of pharmacy, Belagavi from 20th to
26th November 2021.

Dr.Alfet Raju participated AICTE Training And
Learning (ATAL) Academy Online Elementary FDP
on "Impact Of Blended Learning In Pharmaceutical
Education-: A Pedagogic Perspective" from 15/11/
2021 to 19/11/2021 at National College of Phar-
macy.

Dr.Krishnaprabha C, Mrs.Happy Thomas and
Ms.Jisna Jose has participated AICTE Training And
Learning (ATAL) Academy Online Elementary FDP
on "Pharmacists Experiential Learning on Emergency
Medical Care Theme: More than a Medicine/ A call
that Decides life and Death " from 1st to 5th No-
vember 2021 organized by Chalapathi Institute of
Pharmaceutical Sciences.

Dr.Lincy George participated & successfully com-
pleted AICTE Training And Learning (ATAL) Acad-
emy Online Elementary FDP on "Role of Academic
Institutions in Community Service" from 04/10/2021
to 08/10/2021 at AYYA NADAR JANAKI
AMMAL COLLEGE (Autonomous).

Mrs.Happy Thomas Participated in AICTE Train-
ing And Learning (ATAL) Academy Online Elemen-
tary FDP on "Dynamics and complexities of hour
practices in higher educational institutions" from 01/
10/2021 to 05/10/2021 at national institute of phar- |
maceuticals education and research Hyderabad.

Dr.Krishnaprabha C Participated in the online Short

31 December 2021. Term Training Programme (slot I11) on”Bridging In- :
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14.

15.

16.

17.

18.

19.

20.

dustrial Opportunities with Academic Challenges
Prospective of Pharmaceutical Research’ sponsored
by the Participated and organized by the Depart-
ment of Pharmaceutical Sciences, Assam held on
27th September to 02nd October 2021.

Mrs. Rosmin Jacob, Mrs. Aji Varghese and
Mrs.Happy Thomas participated and completed
successfully AICTE training and learning (ATAL)
Academy online elementary FDP on 'Recent trends
in Drug Discovery ' from 13/09/2021 to 17/09/2021
at Department of pharmaceutical sciences.

Mrs. Bincy T Abraham, Mrs.MariaGeorge and
Ms.Jisna Jose has participated AICTE Training And
Learning (ATAL) Academy Online Elementary FDP
on”’Research Ethics” from 7th to 11th September
2021 organized by Doctor HarisinghGour
Vishwavidyalaya Sagar.

Mrs.Happy Thomas attended in two weeks “Inter-
national e-Faculty Development Programme on
“Emerging Trends and Challenges in Pharmaceuti-
cal Sciences and Healthcare2.0” from 06th to 17th
September 2021 organized by the Nehru College
of Pharmacy, Kerala

Dr.Krishnaprabha C Participated and completed
successfully AICTE Training and Learning Academy
online Elementary FDP on "Research Ethics” at
Doctor HarisinghGourVishwavidyalaya Sagar from
07th to 09th September 2021.

Dr.Alfet Raju participated “International e-Faculty
Development Programme on “Emerging trends and
challenges in pharmaceutical sciences and health care
2.0” from 06th to 17th September 2021 organized
by the Nehru College of Pharmacy, Kerala.

Dr.Lincy George participated & successfully com-
pleted AICTE Training And Learning (ATAL) Acad-
emy Online ElementaryFDP on "Leadership and
Excellence in Higher Education” from 23/08/2021
t0 27/08/2021 at RCPET's R. C.Patel Arts, Com-
merce and Science College, Shirpur.

Mrs.Maria George has participated in the AICTE
Training And Learning (ATAL) Academy Online El-
ementary FDP on "Faculty Development Program
on Early Stage Innovation, Startups and Entrepre-
neurship" from 23/08/2021 to 27/08/2021 at Cen-
tral University of Rajasthan

. James’ College of Pharmaceutical Sciences, Chalakudy
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22.
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24.

25.

26.

Dr.Krishnaprabha C Participated in the online Short
Term Training Programme (slot IT) on”’Bridging In-
dustrial Opportunities with Academic Challenges
Prospective of Pharmaceutical Research” spon-
sored by the AICTE and organised by the Depart-
ment of Pharmaceutical Sciences, Assam held on
23rd to 28th August 2021.

Mrs. Rosmin Jacob Successfully participated as a
delegate AICTE Training And Learning (ATAL)
Academy Online Advanced FDP on "Artificial In-
telligence in Drug Development: Recent Trends and
Future Prospective" from 10th August 2021 to 14th
August 2021 Organisedby Roland Institute of Phar-
maceutical Sciences.

Dr.Lincy George participated & successfully com-
pleted AICTE Training And Learning (ATAL)
Academy Online Elementary FDP on "Computer
Assisted Design and Manufacturing (CAD/CAM)
in clinical diagnosis and therapeutics” from 09/08/
2021 to 13/08/2021 at Chettinad Academy of Re-
search and Education.

Mrs. Bincy T Abraham participated and completed
successfully AICTE Training And Learning (ATAL)
Academy Online Elementary FDP on “Research
Methodology” from 26/07/2021 to 30/07/2021 at
Indira Gandhi Delhi Technical University for
Women.

Mrs. Rosmin Jacob and Mrs.Aji Varghese, par-
ticipated & completed successfully AICTE Train-
ing And Learning (ATAL) Academy Online Ad-
vanced FDP on "AICTE Training and Learning
(ATAL) Academy Faculty Development Program
(FDP) on "Research Methodology on Applied
Econometrics" from 26/07/2021 to 30/07/2021 at
National Institute of Industrial Engineering.

Mrs. Rosmin Jacob , Mrs. Bincy T Abraham,
Mrs.Aji Varghese, Mrs.Maria George and Ms.Jisna
jose participated in AICTE sponsored one week
online STTP on “New Horizons In Pharmaceutical
Industry and Health care: Rediscovering Indian Tra-
ditional System of Medicine Through Novel Ap-
proaches (Perspective and Challenges in Teaching
Methodology of Clinical Practice and Research for
Teachers” from 12/07/2021 to 17/07/2021 orga-
nized by Department of Pharmacy Practice, Al Shifa
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27.

28.

29.

30.

31.

1.

College of Pharmacy.

Mrs.Maria George has participated in the ATAL
FDP on Drug Discovery & Design in 21st Century
05th-9th July 2021 Netaji Subhas University of
Technology (NSUT) New Delhi.

Ms.Jisna Jose has participated AICTE Training And
Learning (ATAL) Academy Online Elementary FDP
on ‘Recent Advances in Biosimilars Development™
from 5th to 9th July 2021 organized by National
Institute of Pharmaceutical Education and Research
Kolkata.

AgrimaSidharthan,Fathima Shereef,Jancy Jacob and
Nileena Anna Varghese students of Il sem M pharm
participated 7th International conference on clinical
pharmacy, Manipal college of pharmaceutical sci-
ences, Manipal (6-8th January 2022).

Miss Joe MariyaThankachan,MissAncy K F,Miss
Irene Jaison,MissAmala Joseph students of Vth
PharmD 2017 batch successfully completed &
qualified the exam of one week workshop on ‘Re-
cent trends in Research Methodology “ from 11/
10/2021 to15/10/2021 organized by REST Soci-
ety for Research International.

Miss Joe MariyaThankachan,Miss Rekha paily,Miss
Ancy K F, Miss Pavana Mathai, Miss Jesteena
Jacob, Miss Jes James, Miss Dhilna Christopher
students of Vth Pharm D 2017 batch successfully
completed one week Good Clinical Practices (Level
1) course.

DEPARTMENT OF PHARMACEUTICAL
CHEMISTRY

MrsRizvana participated in WEBICHEM 22 Inter-
national Webinar on “Decoding Nanoformulations
used in Pharmaceuticals and Vaccines” organized

by Chemists College of Pharmaceutical Sciences
and Research on 6th April, 2022

Rizvana participated in One Week International
"Workshop on Application of Nanoscience in
Multidisciplinary Fields IWANS-2022)” organized
by the Department of Chemistry & Division of
Nanotechnology of PeriyarManiammai Institute of
Science & Technology (Deemed to be University),
Vallam, Thanjavur from 07-11 March 2022.
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MrsMariya Davis Attended national webinar “Car-
diovascular prevention: Need for integrated approach
in science and technology for a sustainable future”
organized by KSCSTE on February 21, 2022.

MrsMariya Davis Attended 5 days FDP on “Com-
putational Tools applied in in Pharmaceutical Re-
search” organized by KCP, Bangalore on 20-24th
December 2021.

Rizvana participated as delegate in “International
Virtual Workshop on How to Perform Lead Opti-
mization using Computational Tools? Not just Mo-
lecular Docking!” organized by Department of Phar-
maceutical Chemistry, JSS college of Pharmacy,
Ooty on 16th Nov, 2021.

Silvipriya K S attended AICTE Training and Learn-
ing (ATAL) Academy Online Elementary FDP on
"Recent Trends in Green Technologies for sustain-
able Development" from 13/09/2021 to 17/09/2021
at University College of Engineering & Technology,
Bikaner.

Silvipriya K S attended AICTE Training and Learn-
ing (ATAL) Academy Online Elementary FDP on
"Foundation of Pharmaceutical Innovation and Re-
search" from 06/09/2021 to 10/09/2021 at Depart-
ment of Pharmacy, Central University of Rajasthan

Silvipriya K S attended “One Week International
FDP on Research Excellence and Academic De-
velopment” from 01.09.2021 to 08.09.2021 orga-
nized by Department of Commerce with Professional
Accounting.

Rizvana participated in National Webinar “‘Pharmacy
Career- Galaxy of Jobs and Business Opportuni-
ties” organized by Caritas College of Pharmacy,
Ettumanoor, Kottayam on 30th Aug, 2021.

MrsSilvipriya K S attended National Webinar
Pharmachem 21 Series 1 entitled, “Drug Develop-
ment and Technology Transfer”” on 26th August 2021
organized by Department of Pharmaceutics,
CCPSR.

MrsRizvana participated in National Webinar “Con-
temporary Approaches in Preclinical Research” or- |

ganized by National College of Pharmacy,
Kozhikode on 30th July, 2021.

Mrs Meena Chandran, participated & completed
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14.

15.

16.
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18.

1.

successfully AICTE Training and Learning (ATAL)
Academy Online Elementary FDP on " Adoption of
virtual reality technologies for drug discovery: the
centerpiece of academic and industry labs" from 26-
07-2021 to 30-7-2021 at KIET Group of Institu-
tions (KIET School of Pharmacy).

Mrs Mariya Davis Attended national webinar “Posi-
tive Mental Attitude &Stress Management with
Laughter Therapy — To Cope with Covid19 Pan-
demic” organized by M.N.R College of Pharmacy
on 17th July 2021.

Mrs Mariya Davis Attended 5 days FDP on “Drug
Engineering through Bioprospecting” organized by
Dr.N.G.P Arts and Science College on 12-16th July
2021.

Mrs Mariya Davis & Mrs Rizwana Participated
webinar on “‘Pharmaceutical Manufacturing Defects,
Customer Complaints And Regulatory Chaallenges”
by Senghundhar College of Pharmacy on 10th July
2021.

Mrs Meena Chandran completed successfully
AICTE Training and Learning (ATAL) Academy
Online Elementary FDP on " Revisiting different fac-
ets of medicinal chemistry" from 05/07/2021 to 09/
07/2021 at Bombay College of Pharmacy.

Mrs Meena Chandran attended National webinar
on” Natural products in drug discovery: A way for-
ward” organised by Sree Sastha Pharmacy Col-
lege on 05/07/2021.

MrsMariya Davis Participated webinar on “Career
Opportunities In Pharmacy” by Senghundhar Col-
lege of Pharmacy on 3rd July 2021.

DEPARTMENT OF PHARMACEUTICAL
ANALYSIS

Dr.Kavitha M.P, Dr David Paul and MrsAneena
George , attended a refresher course on 'Recent
Updates of Research and Innovations in Pharma-
ceutical Analysis'. organized by Kerala University
of Health Sciences, Thrissur from 25th to 26th of
April 2022 .

Dr.Kavitha M.P and MrsAneena George has at-
tended IP awareness /training programme under
National Intellectual Property Awareness Mission

10.

Ll

12.

on 8th April 2022.

Dr.Kavitha M.P has attended NILA Module-13,a
national webinar on Data Integrity: A review, orga-
nized by  Nirmala College of
Pharmacy,Muvattupuzha on 5th march 2022.

MrsAneena George has attended a webinar on
“Cardiovascular Prevention : Needed for integrated
approach in science and technology for sustainable
future “organized by KSCSTE in connection with
National Science Day on February 21,2022

Dr David Paul has attended Karyshala Workshop
of HRMS-HPLC Applications in Pharmaceutical
Sciences, Organized By NIPER-K, 7th to 12th Feb
2022.

Dr David Paul has attended ATAL Dr. D.Y.Patil In-
stitute of Pharmaceutical Sciences and
Research,"recent trends, advancements and oppor-

tunities in phytochemical research and development
"from 06/12/2021 to 10/12/2021.

Dr David Paul has attended Orientation Program:
Functioning of KUHS and Updates on Administra-
tive Skills, By KUHS 15-18th November 2021

Dr David Paul has attended Lecture Series: Tradi-
tional Healing System-Showcasing Potential Jour-
ney and Role of Biotechnology on Mainstreaming
the sytem: by Bionest NIPER-G, 26,30-Nov & 9-
Dec.

Dr.Kavitha M.P has attended AICTE-online ad-
vanced FDP on Recent trends in drug discovery,

organized by Dept.of Pharmaceutical Sciences,
Cheruvandoor, from 13th tol7th of November 2021

Dr.Kavitha M.P has attended AICTE-online elemen-
tary FDP on Impact of blended learning in pharma-
ceutical education: A Pedagogic Perspective, orga-
nized by National College of Pharmacy,Kozhikode
from 15th to19th of November 2021

Dr David Paul has attendedOne week online STTP
on “Drug Discovery & Analytical Profiling: A Primer
for Medicinal Chemist” By ACP, Perinthalmanna,
06th -11th September,2021.

Dr David Paul has attended 15 days International
Online Workshop on Open Source Computing,
Multimedia and Open Access Publishing Tools con-
ducted by ASSUMPTION COLLEGE,
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13.
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15.

16.

17.

18.

Changanassery from 6th —23rd September 2021.

Dr David Paul has attended ATAL- CU Rajasthan
on “Foundation of Pharmaceutical Innovation and
Research” September 2021

Dr.Kavitha M.P has attended a QIP in the design,
discovery and development of drugs from natural
and synthetic origin , organized by Manipal College
of Pharmacy,Mahe from 23rd to 25th of Septem-
ber 2021and earned 1.5 credits.

Dr.Kavitha M.P has attended one week AICTE
sponsored online STTP on New horizons in phar-
maceutical industry and health care: Rediscovering
Indian traditional system of medicine through novel
approaches ,organized by Dept.of Pharmaceutical
analysis, Al-Shifa College of Pharmacy, from 6th
tol1th of September 2021

Dr David Paul has attended ATAL —NIPER-
Kolkata on “Recent Advances in Biosimilars De-
velopment" July 2021

Dr David Paul had Completed the Journal Citation
Reports (JCR) Certification Series 2021 Course on
8th July 2021.

Dr.Kavitha M.P has attended AICTE-online el-
ementary FDP on Artificial Intelligence in pharma-

ceutical product development, from 26th to30 thof
July 2021

DEPARTMENT OF PHARMACEUTICS

Dr. Dineshkumar B, participated & completed suc-
cessfully AICTE Training And Learning (ATAL)
Academy Online Advanced FDP on "AICTE Train-
ing and Learning (ATAL) Academy Faculty Devel-
opment Program (FDP) on fundamentals of Novel
Materials" from 04/10/2021 to 08/10/2021 at
Tripura University

Dr.Smitha K Nair, Mrs. Kavitha VB, Mrs. Rinku
Jayaprakash, Mrs.DonyLonappan and Ms. Sminu
Jos, participated and completed successfully AICTE
training and learning ( ATAL) Academy online el-
ementary FDP on ' Impact of blended learning in
pharmaceutical education:- A pedagogic perspec-
tive' from 15/11/2021 to 19/11/2021 at National
College of Pharmacy.

Shelmak.k, Haritha Unnikrishnan, Sooraj P, Stu-

I.

1.

'Indian Pharma Industry:Developing a conducive
ecosystem' on 18/2/22

Shelma K K of Il sem M pharm participated a
webinar on Overseas career/Research opportuni-
ties for pharmacy- in united state of America on 23/
01/2022

DEPARTMENT OF PHARMACOGNOSY

Aravind R, has attended AICTE sponsored one-
week STTP on New Horizons in the Pharmaceuti-
cal Care and Industry and Healthcare: Rediscover-
ing Indian traditional system of medicine through
novel approaches, organized by Department of
Pharmacognosy and Department of Pharmacology,
Alshifa College of Pharmacy, Perinthalmanna, Kerala
from 2/08/2021 to 8/08/2021.

DEPARTMENT OF PHARMACOLOGY

Asa Samuel and Salu Martin are participated in the
international webinar on ‘Decoding nanoformulations
used in the pharmaceuticals and vaccines’ organized
by Chemist college of pharmaceutical sciences and
research on 6th April 2022.

Asa Samuel attended the webinar on ‘Pharmacist
and COVID-19” hosted by Manipal college of phar-
maceutical sciences , Mysuru on 04.09.2021.

ACHIEVEMENTS

DEPARTMENT OF PHARMACY
PRACTICE

Miss Sneha Jacob of PharmD 2017 batch has got
an opportunity to become a part of summer research
fellowship programme and worked on a project
entitled” Isolation of pcDNA3-e GFP Plasmid from
E. coli DH5 & checking its expression in mamma-
lian cell line (HEK293T)” during sep-oct 2021
Sponsored by IAScBangaluru, INSA New Delhi
& NASI Prayagraj in Institute of life sciences,
Bhubaneswar

DEPARTMENT OF PHARMACEUTICAL
ANALYSIS

Dr David Paul has presided as an Adjunct Faculty
for the “Orientation to Pharma Industry-2022” by |
IPA-Kerala State Branch Industrial Division and
IDMA 30th January 2022.

2. Dr David Paul has chaired as a Resource Person
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for the Webinar conducted by KVM College of
Pharmacy, Topic:" Bio - Analytical and Pharmaceu-
tical Applications of LC-MS" on 19th June 2021 &
for the IPA-PPF-TTT-2 Programme, Topic: Drug
Interactions, August 29, 2021.

AWARDS

DEPARTMENT OF PHARMACY
PRACTICE

Dr.Lincy George awarded with best lightning talk
on CAHOCON 2022 organised by Consortium of
Accredited Healthcare Organisations at Hotel Grand
Hyatt Bolgatty Kochi on 2nd and 3rd April 2022.

Dr.Lincy George Achieved Best Paper Presenta-
tion Award 7th International Conference on Clini-
cal Pharmacy — CPCON “Pharmacist towards an
inclusive health care system” Manipal University, on
7th& 8th January 2022.

DEPARTMENT OF PHARMACEUTICAL
ANALYSIS

Ashwathi K S (M.Pharm Pharmaceutical Analysis
2019-2021)

Best Oral Presentation Award for the research work
presented during the International e-Conference on
Recent Trends in Pharmaceutical Research, Nirmala
Innovations and Incubation Centre in Association
with University of UTAH, College of Pharmacy,
USA &Thermo Fischer Scientific inc., CANADA
held on October 28-29th 2021

Best Oral Presentation Award for the research pa-
per presented during Indian Pharmaceutical Asso-
ciation Annual Convention 2021(IPAC 2021) Vir-
tual on “Reimaging Pharmacy in 2 1st Century: Trans-
formational changes ahead” held on July 16 & 17,
2021.

FUNDED PROJECT

Dr. Lincy George received research grant from
Kerala State Council for Science Technology and
Environment (File no. 00061/SPS65/2021/
KSCSTE) for the student project "Assessment of
Prescribing Patterns of Geriatric Population by
STOPP and START criteria and the impact of clini-
cal pharmacist interventions".

PUBLICATIONS
DEPARTMENT OF PHARMACY PRACTICE

Lincy George,Christy Babu and K.Krishnakumar.A
Review on Deprescribing in Elderly. Journal of Drug
Delivery and Therapeutics.2021; 11(4):136-137,
ISSN 2250-1177.

Aji Varghese, Lipitha A, A review on effect of lipid
metabolism in gall stone disease. WorldJournal of

Pharmaceutical and medical research.wjpmr, 2021,
7(10), 112-115.

Alfet Raju Anthraper,Julia Wilson and
K Krishnakumar.Types of Knee Function Estimat-
ing Patient Reported Outcome Measures: Areview.
Journal of Drug Discovery and Therapeutics. Vol-
ume 9, Issue 08, August: 2021, 01-06.

Rosmin Jacob,Agnes Baiju and K.
Krishnakumar. The Relevance of Defined Daily Dose
concept in Drug Utilisation Research: A Review.
Journal of Drug Delivery and Therapeutics.2021;

11(4-S), Page no: 1-4, ISSN: 2250-1177.

Bincy T Abraham, Dr.Krishnaprabha C, Mr.Savio
Wilson, Ms.Sona Davis, Ms.Swapna Savo. Pre-
scribing Patterns and Rational Use of Specific Anti-
biotics in the Elderly-Review. International Journal
of Pharmaceutical Research and Applications, 2021;
6(4): 948-952: 948-952, ISSN: 2249-7781.

Aji VargheseJosmy Johnson, Robin Babu,
SaramolRenny and Happy Thomas. An Observa-
tional Study on Due and Associated Comorbidities
in Patients with Myocardial Infarction in Tertiary
Care Hospital. International Journal of Pharmaceu-
tical Research and Applications. Volume 6, Issue 4,
July-Aug 2021, pp: 835-856, ISSN: 2249-7781.

Lincy George, Maria George, Neethu Jose, Rosmin
Xavier, JastinJose. The Framingham Risk Score,
Acc/Aha Pooled Cohort Equations And Who/Ish
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Cardiovascular Risk Prediction Models In The Es-
timation Of 10-Year Risk Of Cardiovascular Dis-
ease-Review. International Journal of Pharmaceuti-
cal Research and Applications. Volume 6, Issue 4,
July-Aug 2021, pp: 744-749, ISSN: 2249-7781.

Bincy T Abraham, Sandra Davis, Ashly Varghese
and Basil Gigi David. Maternal Medicines and Ter-
atogenicity: A Review. International Journal of Cur-
rent Advanced Research, 2021; 10(7B): 24758-
761, ISSN: P: 2319-6505.

Lincy George,Deslin Davis, Ashmy Davis and
Abitha Sebastian New Innovations in Management
of Degenerative Joint Diseases with Old Drugs: A
review. International Journal of Current Advanced
Research. Volume 10; Issue 07(A); July 2021; Page
no: 22749-24753, ISSN: P: 2319-6505.

Bincy T. Abraham ,Anju Joy, K. Krishnakumar. A
Review on Central Pontine Myelinolysis and Cor-
rection of Hyponatremia in Hospitalized Patients.
Journal of Drug Delivery and Therapeutics.2021;
11(4):138-140, ISSN: 2250-1177.

Happy Thomas ,Kavya Catherin, Jelany K Raju,
Lal Jose and Rosmin Jacob. Safety, Efficacy and
Management of Asthma with ICS/LABA Therapy:
A Review. World Journal of Pharmaceutical Re-
search. July 2021, Volume 10, Issue 10,543-550,
ISSN 2277-7105.

DEPARTMENT OF PHARMACEUTICAL
CHEMISTRY

Meena Chandran,Grace Shaji Chittilappilly, , K.
Krishnakumar, Greeshma Vincent, Linta Anto. A
review on the biological activity of thiazolo — pyri-
midine and their derivative. World Journal of Phar-
macy and Pharmaceutical Sciences 2021; 10(8):
1163-1181.

Meena Chandran,AnattTreesa Mathew, Geetha
Elias, Swathy P S, K Krishnakumar. A Review on
heteroaryl substituted pyrazolines with their phar-
macological activity and SAR studies. International
Journal of Research and review 2021; 8(10): 174-
183.

Meena Chandran,Veena K S, , K. Krishnakumar,
Greeshma Giridharan, Swathy P S. Review on MAP
kinase inhibition and related biological activities.
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World Journal of Pharmacy and Pharmaceutical
Sciences 2021; 10(8): 2739-2747.

DEPARTMENT OF PHARMACEUTICS

B Dineshkumar,Jalaja S Menon, Berin Pathrose, AC
Asna, Rukam Singh Tomer,. Morphological, bio-
chemical, molecular marker, gas chromatography-
tandem mass spectrometer analysis of garlic (Al-
lium sativum L.) landraces in the rain shadow high
hills of Kerala, India. Pharmacognosy Magazine
2022: 18 (77): 121-127.

Smitha K Nair,Jeswin Davis C, Chanchal Joy,
Dineshkumar B, , K. Krishnakumar. NUCLEIC
ACID BASED DRUG DELIVERY SYSTEMS
(eBook) Advanced Drug Delivery. Pothi ebook
publications (ISBN: 9781449921293).

DEPARTMENT OF PHARMACEUTICAL
ANALYSIS

Kavitha M.P,AnjalyP.Johny, , Mariya Thomas, Beryl
Abraham, K.Krishnakumar, Artificial neural net-
work: Basics and applications in simultaneous analy-
sis, World Journal of Pharmacy and Pharmaceuti-
cal Sciences, 10(10), 2021, 265-267, ISSN 2278-
43.

Kavitha M.P,Beryl Abraham, , Anjaly P.Johny
,Mariya Thomas, K. Krishnakumar, Analytical meth-
ods of Alpha lipoic acid formulations, World Jour-
nal of Pharmacy and Pharmaceutical Sci-
ences,10(9),2021,2122-2130, ISSN 2278-
435757.

Kavitha M.P,Mariya Thomas, , AnjalyP.Jhony, Beryl
Abraham, K.Krishnakumar, Machine learning in
Pharmacy, World Journal of Pharmacy and Phar-
maceutical Sciences, 10(9), 2021, 2114-2121,
ISSN 2278-4357.

David Paul ,Aswathi KS, Dineshkumar B,
Krishnakumar K, In vitro interaction study of
resveratrol with slgt2 inhibitors by equilibrium di-
alysis method using uv spectroscopy Conference
Proceedings : International Conference on Current
Advances in Pharmaceutical Industry and Devel-
opment 10-11 March 2022, INTU-Hyderabad.

David Paul, ,Sujith Unnikrishnan, Dineshkumar B,
Krishnakumar K, Novel spectrofluorimetric method
for rapid estimation of protein binding of perampanel,




Conference Proceedings : International Conference
on Current Advances in Pharmaceutical Industry and
Development 10-11 March 2022, JNTU -
Hyderabad.

David Paul, Parag A, Aswathi K.S, Dinesh Kumar
Chellappan, Somasundaram Arumugam, Satheesh
Kumar Nanjappan (2022), Current Evidence and
Future Perspectives About Herbal Therapeutics for
Cancer Therapy. In: Chakraborti S. (eds) Hand-
book of Oxidative Stress in Cancer: Therapeutic
Aspects. Springer, Singapore. pp 1-29.

David Paul,ManeeshaDinilkumar, Aswathi KS,
Roshitha KR, Sujith Unnikrishnan, Dineshkumar B,
Krishnakumar K, Invitro drug interaction study of
alogliptin besylate with telmisartan and azilsartan by
equilibrium dialysis using UV-spectroscopic method,
Journal of Cardiovascular Disease Research, 12(
04),2021.

David Paul, Updates on Herbal Anti-diabetes Drugs
and Current Methods for Their Biological Standard-
ization, Bharathi Publications, Book Chapter 28, Pg

FDA APPROVED DRUGS
LIST FROM AUGUST 2021-APRIL 2022

No. Drug Name

Active Ingredient

Approval Indication

Date

1 Nexviazyme
ngpt

Avalglucosidase alfa-

06/08/2021 To treat late-onset Pompe

disease

2 Welireg Belzutifan

13/08/2021 To treat von Hippel-Lindau
disease under certain

conditions

3 Korsuva Difelikefalin

23/08/2021 To treat moderate-to-severe
pruritus associated with
chronic kidney disease in

certain populations

4 Exkivity Mobocertinib

15/09/2021 | To treat locally advanced or
metastatic non-small cell
lung cancer with epidermal
growth factor receptor exon

20 insertion mutations

5 Tivdak

Tisotumabvedotin-tftv

20/09/2021 To treat recurrent or
metastatic cervical cancer
with disease progression on

or after chemotherapy

6 Qulipta Atogepant

28/09/2021 To prevent episodic

migraines

7 Livmarli Maralixibat

29/09/2021 To treat cholestatic pruritus
associated with Alagille

syndrome

8 Tavneos Avacopan

07/10/2021 To treat severe active anti-

neutrophil cytoplasmic
autoantibody-associated
vasculitis (granulomatosis
with polyangiitis and
microscopic polyangiitis)
in combination with
standard therapy,
including glucocorticoids

9 Scemblix Asciminib

e =021 To treat Philadelphia

chromosome-positive
chronic myeloid leukemia
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with disease that meets
certain criteria

10 Besremi

Ropeginterferon alfa-
2b-njft

12/11/2021

To treat polycythemia vera, a

blood disease that causes the

overproduction of red blood
cells

11 Voxzogo

Vosoritide

19/11/2021

To improve growth in
children five years of age
and older with
achondroplasia and open
epiphyses

12 Livtencity

Maribavir

23/11/2021

To treat post-transplant
cytomegalovirus (CMV)
infection/disease that does
not respond (with or without
genetic mutations that cause
resistance) to available
antiviral treatment for CMV

13 Cytalux

Pafolacianine

29/11/2021

To help identify ovarian
cancer lesions

14 Tezspire

Tezepelumab-ekko

17/12/2021

To treat severe asthma as an
add-on maintenance therapy

15 Vyvgart

Efgartigimod alfa-fcab

17/12/2021

To treat generalized
myasthenia gravis

16 Leqvio

Inclisiran

22/12/2021

To treat heterozygous
familial
hypercholesterolemia or
clinical atherosclerotic
cardiovascular disease as an
add-on therapy

17 Adbry

Tralokinumab-ldrm

27/12/2021

To treat moderate-to-severe
atopic dermatitis

18 Quviviqg

Daridorexant

07/01/2022

To treat insomnia

19 Cibingo

Abrocitinib

14/01/2022

To treat refractory,
moderate-to-severe atopic
dermatitis

20 Kimmtrak

Tebentafusp-tebn

25/1/2022

To treat unresectable or
metastatic uveal melanoma

21 Vabysmo

Faricimab-svoa

28/1/2022

To treat neovascular (wet)
aged-related macular
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degeneration and diabetic
macular edema
2 Enjaymo Sutimlimab-jome 2/4/2022 | To decrease the need for red
blood cell transfusion due to
hemolysis in cold agglutinin
disease
23 Pyrukynd Mitapivat 17/2/2022 | To treat hemolyticanemia in
pyruvate kinase
deficiencylymphoma
24 Vonjo Pacritinib 28/2/2022 | To treat intermediate or high-
risk primary or secondary
myelofibrosis in adults with
low platelets
25 Ztalmy Ganaxolone 18/03/2022 | To treat seizures in cyclin-
dependent kinase-like 5
deficiency disorder
26 Opdualag Nivolumab and 18/3/2022 To treat unresectable or
relatlimab-rmbw metastatic melanoma
27 Pluvicto Lutetium (177Lu) 23/3/2022 | To treat chronic heart failure
vipivotide tetraxetan
FDA BANNED DRUG LIST
Date Brand Product Description Recall Reason Company Name
Name Description
16/08/2021 | Chantix Smoking cessation N-Nitroso Varenicline Pfizer
treatment content above acceptable
daily intake level
09/03/2021 | Teligent Lidocaine HCI Topical Super potency Teligent Pharma, Inc.
Solution 4%
09/07/2021 | Hospira Aminosyn II, 15%, An Presence of visible ICU Medical, Inc.
Amino Acid Injection, particulate matter
Sulfite
26/09/2021 | Lilly Glucagon Emergency Kit Loss of potency Eli Lilly and Company
SterRx, Sodium Bicarbonate in 5% | Due to waterborne SterRx, LLC
18/10/2021 | LLC Dextrose Injection 150mEq | microbial contamination
per 1,000 mL
01/10/2021 | Lotrimin® | Over the Counter (OTC) Presence of benzene Bayer U.S. LLC
AF and antifungal spray products
Tinactin®
10/12/2021 | Teligent Lidocaine Hydrochloride Super Potent Teligent Pharma, Inc
Pharma, Topical Solution USP 4%
Inc. (40 mg/mL)

St. James’ College of Pharmaceutical Sciences, Chalakudy
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14/10/2021 | Lupin Irbesartan and API batches above the Lupin Pharmaceuticals,
Hydrochlorothiazide Tablets | specification limit for the | Inc
USP, 150mg/12.5 mgand | impurity, N-
300mg/12.5 mg nitrosoirbesartan
19/10/2021 | Bryant Methocarbamol 500mg Bottles labeled as Bryant Ranch Prepack
Ranch Methocarbamol 500mg
Prepack tablets were found to
contain Methocarbamol
750mg tablets.
10/20/2021 | Cubicin Daptomycin for injection Product contains Merck
500mg particulate
22/11/2021 | Sagent Levetiracetam Injection Lack of sterility Sagent Pharmaceuticals,
assurance Inc.
02/12/2021 | Sandoz Enoxaparin Sodium Exposure to high Sandoz, Inc.
Injection temperatures
03/12/2021 | Gilead Veklury® (remdesivir 100 | Presence of glass Gilead Sciences Inc
mg for injection) particulates
07/12/2021 | Teligent Lidocaine HCI Topical Super potent Teligent Pharma, Inc.
Pharma, Solution USP 4%, 50ml
Inc.
27/12/2021 | Perrigo Nitroglycerin Lingual Spray | Unit may not properly Padagis
dispense medication
30/12/2021 | Taro Clobetasol Propionate Presence of Ralstonia Taro Pharmaceuticals
picketti bacteria USA, Inc.
12/01/2022 | Viona Metformin Hydrochloride | N-Nitrosodimethylamine | Viona Pharmaceuticals,
Extended-Release Tablets | (NDMA) Impurity Inc.
19/01/2022 | Semglee Insulin glargine injection, Missing Label Mylan Pharmaceutical Inc.
100 units/ml (U-100), 3mL
prefilled pens
27/01/2022 | RevitaDerm | Wound Care Gel Presence of Particulate Blaine Labs Company
Matter
28/01/2022 | Auromedics | Polymyxin B for Injection | Presence of Particulate AuroMedics Pharma LLC
USP, 500,000 Units/Vial Matter
08/02/2022 | Your The Red Pill Undeclared Tadalafil Your Favorite Shop
Favorite
Shop
10/02/2022 | Positive- Rise Up Red Edition Undeclared Tadalafil Positive-Health
Health Capsules
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03/03/2022 | B. Braun 0.9% Sodium Chloride for B. Braun Medical Inc
Medical Injection USP 250ML in Fluid leakage and low fill
Inc. Excel volume may cause a lack
in sterility
07/03/2022 | Tennessee | Hand Sanitizer Tennessee Technical
Technical Product contains Coatings Corp.
Coatings methanol
Corp.
07/03/2022 | Fresenius Sodium Acetate Injection, | Due to the presence of Fresenius Kabi, USA
Kabi USA | USP, 400 mEq/100 mL (4 | particulate matter
mEg/mL), 100 mL fill in a
100 mL vial
10/03/2022 | Olympia Compounded Injectables Products are out of Olympia Pharmacy
Pharmaceuti specification
cals
22/03/2022 | Sandoz Orphenadrine Citrate 100 Presence of a Sandoz, Inc.
mg Extended Release (ER) | Nitrosamine Impurity
Tablets
22/03/2022 | Accuretic, | Accuretic™ (quinapril Presence of a Pfizer
Greenstone | HCl/hydrochlorothiazide); | nitrosamineN-nitroso-
Brand quinapril and quinapril
hydrochlorothiazide; and
quinapril
HCl/hydrochlorothiazide
tablets
22/03/2022 | Adamis SYMIJEPI (epinephrine) Potential clogging of the | Adamis Pharmaceuticals
Pharmaceuti | Injection 0.15 mg (0.15 needle preventing the Corporation
cals mg/0.3 mL) and 0.3 mg (0.3 | dispensing of
Corporation | mg/0.3 mL) Pre-Filled epinephrine
Single-Dose Syringes
24/03/2022 | Major Magnesia Oral Suspension | Microbial Contamination | Plastikon Healthcare, LLC
Pharmaceuti | 2400 mg/30 mL,
cals Magnesium Hydroxide
1200mg/Aluminum
Hydroxide
1200mg/Simethicone
120mg per 30 mL, and
Acetaminophen 650mg/
20.3mL
29/03/2022 | Teva IDArubicin Hydrochloride | Potential Particulate Teva Pharmaceuticals
Pharmaceuti | Injection USP Matter
cals
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01/04/2022 | F&S Pink Pussycat Capsules Undeclared Sildenafil F&S Medical Supply, dba
Medical Pink Toyz
Supply, dba
Pink Toyz
01/04/2022 | Mickey Hand Sanitizer Presence of Methanol in | Best Brands Consumer
Mouse, The Mickey Mouse and Products, Inc.
Mandaloria presence of Benzene in
n The Mandalorian
12/04/2022 | Mylan Insulin Glargine (Insulin Label may be missing on | Mylan Pharmaceuticals,
glargine-yfgn) Injection some vials. Inc. a Viatris Company
22/04/2022 | Pfizer Accupril (Quinapril HCI) Due to N- Nitroso- Pfizer
tablets 10mg, 20mg, 40 mg | Quinapril

DRUG PROFILE (GANAXOLONE)

Date of Approval:18-03-2022.
Brand Name:ZTALMY

Indication: ZTALMY is indicated for the treatment of
seizures associated with cyclin-dependent kinase-like
5 (CDKLY5) deficiency disorder (CDD) in patients 2
years of age and older.

Mechanism of Action : The precise mechanism by
which ganaxolone exerts its therapeutic effects in the
treatment of seizures associated with CDD is un-
known, but its anticonvulsant effects are thought to
result from positive allosteric modulation of the
gamma-aminobutyric acid type A (GABAA) recep-
tor in the CNS.

Dosing Instructions:

Dose: Recommended dose is 10mg/kg administered as
an IV Infusion over approximately 1 hour every four
weeks and atleast 21 days apart.

Dosage forms and Strengths: Oral suspension: 50 mg/
mL ganaxolone. Each bottle contains 110 mL of white
to off-white cherry flavored suspension.

Dosage and Administration:ZTALMY is administered
by mouth three times daily and must be taken with food.
The recommended titration schedule and maintenance
dosage are based on body weight for patients weighing
28 kg or less.

ZTALMY Recommended Titration Schedule for Patients Weighing 28 kg or Less

Dosage Total Daily Dosage Days
6 mg/kg three times daily 18 mg/kg/day lto7
11 mg/kg three times daily 33 mg/kg/day §to 14
16 mg/kg three times daily 48 mg/kg/day 15to 21
21 mg/kg three times daily 63 mg/kg/day 22 to ongoing
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ZTALMY Recommended Titration Schedule for Patients Weighing More Than 28 kg

Dosage mL per Dose Total daily dosage Days
150 mg three times 3 450 mg 1to7
daily
300 mg three times 6 900 mg 8to 14
daily
450 mg three times 9 1350 mg 15 to 21
daily
600 mg three times 12 1800 mg 22 to ongoing
daily

Administration Instructions:

Shake the bottle thoroughly for at least 1 minute and
then wait for 1 minute before measuring and adminis-
tering each dose. Measure and administer the prescribed
dose using the oral syringe(s) provided by your phar-
macist. A household teaspoon or tablespoon is not an
adequate measuring device and should not be used.
ZTALMY must be administered with food. Discard any
unused ZTALMY oral suspension after 30 days of first
opening the bottle or the “Discard After” date on the
bottle, whichever is sooner.

Contraindications : None.
Warnings and Precautions:

Somnolence and Sedation - ZTALMY can cause som-
nolence and sedation. Somnolence and sedation ap-
peared early during treatment and were generally dose-
related. Other central nervous system (CNS) depres-
sants, including opioids, antidepressants, and alcohol,
could potentiate somnolence and sedation in patients
receiving ZTALMY. Prescribers should monitor patients
for somnolence and sedation, and advise patients not
to drive or operate machinery until they have gained
sufficient experience on ZTALMY to gauge whether it
adversely affects their ability to drive or operate ma-
chinery.

Suicidal Behavior and Ideation - Antiepileptic drugs
(AEDs), including ZTALMY, increase the risk of sui-
cidal thoughts or behavior in patients taking these drugs
for any indication. Patients treated with an AED for any
indication should be monitored for the emergence or
worsening of depression, suicidal thoughts or behavior,
or any unusual changes in mood or behavior. The in-
creased risk of suicidal thoughts or behavior with AEDs
was observed as early as 1 week after starting drug treat-
ment with AEDs and persisted for the duration of treat-
ment assessed.

Withdrawal of Antiepileptic Drugs - As withmost AEDs,
ZTALMY should be withdrawn gradually because of
the risk of increased seizure frequency and status
epilepticus. If withdrawal is needed because of a seri-
ous adverse event, rapid discontinuation can be consid-
ered.

Adverse Reactions:

» Somnolence and Sedation

* Suicidal Behavior and Ideation

» Withdrawal of Antiepileptic Drugs

Adverse Reactions that Occurred in ZTALMY-Treated
Patients with Seizures Associated with CDD at a Rate
of At Least 3% and Greater Than in Placebo

Adverse Reactions that Occilrre;d in ZT'ALMY-Treated Patients with Seizures Associated
with CDD at a Rate of At Least 3% and Greater Than in Placebo

Adverse Reactions ZTALMY (N=50) % Placebo (N=51) %
Somnolence 38 20
Pyrexia 18 8
Upper respiratory 10 6
tractinfection

Sedation 6 4
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Salivary Hypersecretion

Seasonal allergy

Bronchitis

Influenza

Gait disturbance 4 2

Nasal congestion 4 2

Drug Interactions:

Effect of Strong or Moderate Cytochrome P450 Induc-
ers on ZTALMY

Coadministration of ZTALMY with CYP450 inducers,
such as strong or moderate CYP3A4 inducers, will de-
crease ganaxolone exposure, which can lower the effi-
cacy of ZTALMY.

It is recommended to avoid concomitant use of strong
or moderate CYP3A4 inducers with ZTALMY. When
concomitant use of strong or moderate CYP3A4 induc-
ers is unavoidable, consider an increase in the dosage of
ZTALMY; however, do not exceed the maximum daily
dosage of ZTALMY. In patients on a stable ZTALMY
dosage who are initiating or increasing the dosages of
enzymeinducing antiepileptic drugs (e.g., carbamazepine,
phenytoin, phenobarbital, and primidone), the ZTALMY
dosage may need to be increased; however, do not ex-
ceed the maximum daily dosage of ZTALMY.

Concomitant Use of ZTALMY with CNS Depressants
and Alcohol

Concomitant use of ZTALMY with CNS depressants,
including alcohol, may increase the risk of somnolence
and sedation

Use in Specific Populations:
Pregnancy

There are no available data on ZTALMY use in preg-
nant women to inform a drug-associated risk of adverse
developmental outcomes. In the US general population,
the estimated background risk of major birth defects and
miscarriage in clinically recognized pregnancies is 2%
to 4% and 15% to 20%, respectively. The background
risks of major birth defects and miscarriage for the indi-
cated populations are unknown.

Lactation Risk

Ganaxolone is excreted in human milk. Following a single
oral dose of ganaxolone (300 mg), ganaxolone exposures
(AUC(0-24 h)) in human milk were approximately 4
times higher than those in maternal plasma, resulting in
an estimated daily dose in the infant of less than 1% of
the maternal dose . The effects of ganaxolone on milk
production and the breastfed infant are unknown.

Pediatric Use
The safety and effectiveness of ZTALMY for the treat-
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ment of seizures associated with CDD have been estab-

lished in pediatric patients 2 years of age and older. The
use of ZTALMY for the treatment of seizures associ-
ated with CDD in patients 2 years of age and older is
supported by a randomized, double-blind, placebo-con-
trolled trial that included 99 pediatric patients 2 to less
than 18 years of age. Safety and effectiveness of
ZTALMY in pediatric patients below 2 years of age have
not been established.

Geriatric Use

CDD is largely a disease of pediatric and young adult
patients. Clinical studies of ZTALMY did not include
patients 65 years of age and older.

Hepatic Impairment

The influence of hepatic impairment on the pharmacoki-
netics of ZTALMY has not been evaluated. Since
ganaxolone undergoes clearance via the hepatic route,
hepatic impairment can increase ganaxolone
exposure.Patients with impaired hepatic function may
require a reduced dosage of ZTALMY.

Renal Impairment

The influence of renal impairment on the pharmacoki-
netics of ganaxolone has not been studied; however, re-
nal excretion is a minor pathway in the elimination of
ganaxolone. Therefore, renal impairment is unlikely to
result in clinically significant increases in ganaxolone ex-
posures.

Overdosage:

Patients who overdose should be closely monitored and
receive standard supportive care. No specific informa-
tion is available regarding treatment of overdose. In the
event of overdose, a certified poison control center should
be contacted for updated information on the manage-
ment of overdose with ZTALMY.
Pharmacodynamics:

There are no relevant data on the pharmacodynamic ef-
fects of ganaxolone.

Pharmacokinetics :
Absorption

Following oral administration of ZTALMY, ganaxolone
is absorbed with a time to maximum plasma concentra-
tion (Tmax) of 2 to 3 hours.




Effect of Food

When ZTALMY was administered with a high-fat meal,
the Cmax and AUC increased by 3- and 2-fold, respec-
tively, when compared to administration under fasted con-
ditions. The efficacy of ZTALMY when administered in
the fasted state is unknown.

Distribution

Ganaxolone is approximately 99% protein-bound in se-
rum.

Elimination

The terminal half-life for ganaxolone is 34 hours.
Metabolism

Ganaxolone is metabolized by CYP3A4/5, CYP2B6,
CYP2C19, and CYP2D6.

Excretion

Following a single oral dose of 300 mg [ 14C]-ganaxolone
to healthy male subjects, 55% of the total radioactivity
was recovered in feces (2% as unchanged ganaxolone)
and 18% of the total radioactivity dose was recovered in
urine (undetected as unchanged ganoxolone).

Storage and Handling:

Store ZTALMY in its original bottle in an upright position,
15°C to 30°C (59°F to 86°F). Keep the cap tightly closed.
Use within 30 days of first opening the bottle, or before
the “Discard After” date on the bottle, whichever is sooner,
then discard any remainder.

Patient Counseling Information

Somnolence and Sedation

Caution patients about operating hazardous machinery,
including motor vehicles, until they are reasonably certain
that ZTALMY does not affect them adversely (e.g., im-
pair judgment, thinking, or motor skills)

Suicidal Thinking and Behavior

Counsel patients, their caregivers, and their families that
antiepileptic drugs, including ZTALMY, may increase the
risk of suicidal thoughts and behavior and advise them to
be alert for the emergence or worsening of symptoms of
depression, any unusual changes in mood or behavior, or
the emergence of suicidal thoughts, behavior, or thoughts
of self-harm. Instruct patients, caregivers, and families to
report behaviors of concern immediately to healthcare
providers

Withdrawal of Antiepileptic Drugs (AEDs)

Advise patients not to discontinue use of ZTALMY with-
out consulting with their healthcare provider. ZTALMY
should normally be gradually withdrawn to reduce the
potential for increased seizure frequency and status
epilepticus.

Administration information

Advise patients who are prescribed ZTALMY to use the
adaptor and oral dosing syringes provided by their phar-
macist. Instruct patients to take ZTALMY with food.
Instruct patients to shake ZTALMY thoroughly for at least
1 minute and then wait for 1 minute before measuring
and administering each dose. Instruct patients to discard
any unused ZTALMY oral solution after 30 days of first
opening the bottle.

Pregnancy Registry

Advise patients to notify their healthcare provider if they
become pregnant or intend to become pregnant during
ZTALMY therapy. Encourage women who are taking
ZTALMY to enroll in the North American Antiepileptic
Drug (NAAED) Pregnancy Registry if they become preg-
nant. This registry is collecting information about the safety
of antiepileptic drugs during pregnancy

Potential for Abuse

Advise patients that ZTALMY can be abused or lead to
dependence.

Acknowledgement : We Acknowledge the support rendered by the Doctors of St. James’ Hospital,
Chalakudy in training the students during ward rounds and queries directed to our Drug Information
Center which in-turn help us to train the students. Their Constant Support Keeps us Growing.

Chief Editor: Dr. K. Krishnakumar Editorial Board: Dr. L. Panayappan, Dr. Lincy George,
Mrs Rosmin Jacob, Mrs. Bincy, T. Abraham, Mrs. Aji Varghese, Dr. Alfet Raju, Mrs. Happy
Thomas, Dr. Krishnaprabha, Mrs. Maria George, Ms. Jisha Jose

DEPARTMENT OF PHARMACY PRACTICE

ST. JAMES’ COLLEGE OF PHARMACEUTICAL SCIENCES
ST. JAMES’ MEDICAL ACADEMY, CHALAKUDY - 680 307.
Ph: 0480 - 2710271 extn 746; Email: stjamespharmacycollege@yahoo.co.in,

stjamesdruginfo@gmail.com
Printed at BLM Offset Printers, Aloor - 9567650189

Department of Pharmacy Practice




