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Type 2 diabetes drug may help with nicotine withdrawal symptoms 
Type 2 diabetes drugs could be used to treat nicotine withdrawal for people trying to 

quit smoking," reports the Mail Online. 

This follows a study, carried out in mice that explored whether the diabetes drug 

metformin could ease nicotine withdrawal symptoms. Prior research has shown 

nicotine activates a particular chemical pathway (AMP-activated protein kinase, or 

AMPK) in an area of the brain that controls memory and emotions. 

Cutting out nicotine stops the activation of this enzyme, and this is thought to 

contribute to the nicotine withdrawal symptoms – such as anxiety, irritability and loss 

of concentration – most smokers experience when trying to quit. 

As metformin has been shown to activate AMPK, the researchers wondered if this 

could compensate for the sudden withdrawal of nicotine. They found that when mice 

exposed to nicotine were injected with metformin before nicotine withdrawal, it 

reduced their anxiety, as measured by the amount they ate and the number of marbles 

they buried. 

However, humans are not mice, and these early findings can't be applied to us. And as 

metformin is only licensed as a diabetes treatment, we don't know whether it would be 

safe or appropriate to use it for nicotine withdrawal symptoms. 

Submited by: Ms. A. Preethi. Asst. Prof, Department of Pharm D 



 
 
Clarithromycin- Potential risk of heart problems or death in patients with heart disease 

USA. The US Food and Drug Administration (FDA) has added a new warning about an increased 

risk of death in patients with heart disease to the drug labels for clarithromycin (Baxin®). In 

addition, the FDA has added the results of a clinical trial that indicate this increased risk to 

clarithromycin drug labels. Clarithromycin is used to treat a variety of infections and is not approved 

to treat heart disease. 

The FDA’s recommendation is based on a review of the results of a 10-year follow-up study of 

patients with coronary heart disease form a large clinical trial that first observed this safety issue. 

Results from the trial provide evidence of the increased risk compared to placebo. Other 

observational studies showed mixed findings. 

The FDA is unable to determine why the risk of death is greater for patients with heart disease. 

Reference: 

Safety Alerts for Human Medical Products, US FDA, 

2 February 2018 (www.fda.gov) 

Antihistamines (first generation, oral sedating)  

Potential for fatal respiratory depression in children under two years of age  

Australia. The Therapeutic Goods Administration (TGA) will work with manufacturers to strengthen 

warnings in the product information (PI) and consumer medicine information (CMI) for first 

generation oral antihistamines, to emphasize that they should not be used in children under two years 

of age due to the potential risk respiratory depression. In addition, TGA will be seeking to include a 

mandatory warning statement on labels of over the Counter (OTC) liquid oral formulations of first 

generation oral sedating antihistamines about the contraindication of use in children under two years. 

 

The TGA recently reviewed a fatal case of respiratory depression in a 74-day old infant who was 

treated with OTC promethazine oral liquid. Although the infant's death was not attributed to use of 

promethazine, the case raised a safety concern. Up until 15 November 2017, the TGA database of 

adverse event notifications contained45 reports of adverse events in children aged under two years in 

which a first-generation oral sedating anti-histamine is listed as the sole-suspected medicine. These 

reports document a range of adverse events including hypersensitivity reactions, agitation, abnormal 

movements, vomiting and diarrhea. 

Reference: Medicines Safety Update, TGA, Vol. 9, No. 1, February-March2018 (www.tga.gov.au) 

Submitted By: Ms. I. Neelam, Asst. Prof, Department of Pharm D 

 

 

http://www.fda.gov/
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2018 FDA Approved Drugs (January- April) 

Dermatology: Ilumya (tildrakizumab-asmn); Sun Pharmaceuticals; for the treatment of plaque 

psoriasis, Approved March 2018 

Gastroenterology: Lutathera (lutetium Lu 177 dotatate); Advanced Accelerator Applications; for the 

treatment of gastroenteropancreatic neuroendocrine tumors, Approved January 2018 

Genetic Disease: Crysvita (burosumab-twza); Ultragenyx; for the treatment of X-linked 

hypophosphatemia, Approved April 2018 

Hematology: Tavalisse (fostamatinib disodium hexahydrate); Rigel Pharmaceuticals; for the 

treatment of chronic immune thrombocytopenia, Approved April 2018 

Immunology: Ilumya (tildrakizumab-asmn); Sun Pharmaceuticals; for the treatment of plaque 

psoriasis, Approved March 2018 

Tavalisse (fostamatinib disodium hexahydrate); Rigel Pharmaceuticals; for the treatment of chronic 

immune thrombocytopenia, Approved April 2018 

Infections and Infectious Diseases: Biktarvy (bictegravir/emtricitabine/tenofoviralafenamide); 

Gilead; for the treatment of HIV-1 infection in adults, Approved February 2018 

Trogarzo (ibalizumab-uiyk); TaiMed Biologics; for the treatment of multidrug resistant HIV-1 

infection, Approved March 2018 

Musculoskeletal: Crysvita (burosumab-twza); Ultragenyx; for the treatment of X-linked 

hypophosphatemia, Approved April 2018 

Nephrology: Jynarque (tolvaptan); Otsuka America; for the treatment of autosomal dominant 

polycystic kidney disease, Approved April 2018 

Oncology: Erleada (apalutamide); Janssen Oncology; for the treatment of prostate cancer, Approved 

February 2018 

Lutathera (lutetium Lu 177 dotatate); Advanced Accelerator Applications; for the treatment of 

gastroenteropancreatic neuroendocrine tumors, Approved January 2018 

Pulmonary/Respiratory Diseases: Symdeko (tezacaftor/ivacaftor); Vertex; for the treatment of cystic 

fibrosis, Approved February 2018 

Urology: Erleada (apalutamide); Janssen Oncology; for the treatment of prostate cancer, 

Approved February 2018 

 

FDA approves new treatment for certain digestive tract cancers 
 
The U.S. Food and Drug Administration today approved Lutathera (lutetium Lu 177 dotatate) for the 
treatment of a type of cancer that affects the pancreas or gastrointestinal tract called 
gastroenteropancreatic neuroendocrine tumors (GEP-NETs). This is the first time a radioactive drug, 

https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100253/ilumya-tildrakizumab-asmn
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100246/lutathera-lutetium-lu-177-dotatate
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100255/crysvita-burosumab-twza-
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100254/tavalisse-fostamatinib-disodium-hexahydrate
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100253/ilumya-tildrakizumab-asmn
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100254/tavalisse-fostamatinib-disodium-hexahydrate
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100249/biktarvy-bictegravir-emtricitabine-tenofovir-alafenamide
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100252/trogarzo-ibalizumab-uiyk
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100255/crysvita-burosumab-twza-
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100256/jynarque-tolvaptan
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100251/erleada-apalutamide
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100246/lutathera-lutetium-lu-177-dotatate
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100250/symdeko-tezacaftor-ivacaftor-
https://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100251/erleada-apalutamide


or radiopharmaceutical, has been approved for the treatment of GEP-NETs. Lutathera is indicated for 
adult patients with somatostatin receptor-positive GEP-NETs. 

“GEP-NETs are a rare group of cancers with limited treatment options after initial therapy fails to 
keep the cancer from growing,” said Richard Pazdur, M.D., director of the FDA’s Oncology Center 
of Excellence and acting director of the Office of Hematology and Oncology Products in the FDA’s 
Center for Drug Evaluation and Research. “This approval provides another treatment choice for 
patients with these rare cancers. It also demonstrates how the FDA may consider data from therapies 
that are used in an expanded access program to support approval for a new treatment.” 

GEP-NETs can be present in the pancreas and in different parts of the gastrointestinal tract such as 
the stomach, intestines, colon and rectum. It is estimated that approximately one out of 27,000 people 
are diagnosed with GEP-NETs per year. 

Lutathera is a radioactive drug that works by binding to a part of a cell called a somatostatin receptor, 
which may be present on certain tumors. After binding to the receptor, the drug enters the cell 
allowing radiation to cause damage to the tumor cells. 

The approval of Lutathera was supported by two studies. The first was a randomized clinical trial in 
229 patients with a certain type of advanced somatostatin receptor-positive GEP-NET. Patients in the 
trial either received Lutathera in combination with the drug octreotide or octreotide alone. The study 
measured the length of time the tumors did not grow after treatment (progression-free survival). 
Progression-free survival was longer for patients taking Lutathera with octreotide compared to 
patients who received octreotide alone. This means the risk of tumor growth or patient death was 
lower for patients who received Lutathera with octreotide compared to that of patients who received 
only octreotide. 

The second study was based on data from 1,214 patients with somatostatin receptor-positive tumors, 
including GEP-NETS, who received Lutathera at a single site in the Netherlands. Complete or partial 
tumor shrinkage was reported in 16 percent of a subset of 360 patients with GEP-NETs who were 
evaluated for response by the FDA. Patients initially enrolled in the study received Lutathera as part 
of an expanded access program. Expanded access is a way for patients with serious or immediately 
life-threatening diseases or conditions who lack therapeutic alternatives to gain access to 
investigational drugs for treatment use. 

Common side effects of Lutathera include low levels of white blood cells (lymphopenia), high levels 
of enzymes in certain organs (increased GGT, AST and/or ALT), vomiting, nausea, high levels of 
blood sugar (hyperglycemia) and low levels of potassium in the blood (hypokalemia). 

Serious side effects of Lutathera include low levels of blood cells (myelosuppression), development 
of certain blood or bone marrow cancers (secondary myelodysplastic syndrome and leukemia), 
kidney damage (renal toxicity), liver damage (hepatotoxicity), abnormal levels of hormones in the 
body (neuroendocrine hormonal crises) and infertility. Lutathera can cause harm to a developing 
fetus; women should be advised of the potential risk to the fetus and to use effective contraception. 
Patients taking Lutathera are exposed to radiation. Exposure of other patients, medical personnel, and 
household members should be limited in accordance with radiation safety practices. 

Lutathera was granted Priority Review, under which the FDA’s goal is to take action on an 
application within six months where the agency determines that the drug, if approved, would 

https://www.fda.gov/ForPatients/Other/ExpandedAccess/ucm20041768.htm
https://www.fda.gov/ForPatients/Approvals/Fast/ucm405405.htm


significantly improve the safety or effectiveness of treating, diagnosing or preventing a serious 
condition. Lutathera also received Orphan Drugdesignation, which provides incentives to assist and 
encourage the development of drugs for rare diseases. 

FDA approves first therapy for rare inherited form of rickets, x-linked 
hypophosphatemia 
The U.S. Food and Drug Administration today approved Crysvita (burosumab-twza), the first drug 
approved to treat adults and children ages 1 year and older with x-linked hypophosphatemia (XLH), 
a rare, inherited form of rickets. XLH causes low levels of phosphorus in the blood. It leads to 
impaired bone growth and development in children and adolescents and problems with bone 
mineralization throughout a patient’s life. 

“XLH differs from other forms of rickets in that vitamin D therapy is not effective,” stated Julie 
Beitz, M.D., director of the Office of Drug Evaluation III in the FDA’s Center for Drug Evaluation 
and Research. “This is the first FDA-approved medication for the treatment of XLH and a real 
breakthrough for those living with this serious disease.” 

XLH is a serious disease affecting approximately 3,000 children and 12,000 adults in the United 
States. Most children with XLH experience bowed or bent legs, short stature, bone pain and severe 
dental pain. Some adults with XLH experience persistent discomfort or complications, such as joint 
pain, impaired mobility, tooth abscesses and hearing loss. 

The safety and efficacy of Crysvita were studied in four clinical trials. In the placebo-controlled trial, 
94 percent of adults receiving Crysvita once a month achieved normal phosphorus levels compared 
to 8 percent of those receiving placebo. In children, 94 to 100 percent of patients treated with 
Crysvita every two weeks achieved normal phosphorus levels. In both children and adults, X-ray 
findings associated with XLH improved with Crysvita therapy. Comparison of the results to a natural 
history cohort also provided support for the effectiveness of Crysvita. 

The most common adverse reactions in adults taking Crysvita were back pain, headache, restless leg 
syndrome, decreased vitamin D, dizziness and constipation. The most common adverse reactions in 
children were headache, injection site reaction, vomiting, decreased vitamin D and pyrexia (fever). 

Crysvita was granted Breakthrough Therapy designation, under which the FDA provides intensive 
guidance to the company on efficient drug development, and expedites its review of drugs that are 
intended to treat serious conditions where clinical evidence shows the drug may represent a 
substantial improvement over other available therapies. Crysvita also received Orphan 
Drug designation, which provides incentives to assist and encourage the development of drugs for 
rare diseases. 

The sponsor is receiving a Rare Pediatric Disease Priority Review Voucher under a program intended 
to encourage development of new drugs and biologics for the prevention and treatment of rare 
pediatric diseases. A voucher can be redeemed at a later date to receive Priority Review of a 
subsequent marketing application for a different product. This is the 14th Rare Pediatric Disease 
Priority Review Voucher issued by the FDA since the program began. 

 

 

http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/HowtoapplyforOrphanProductDesignation/default.htm
https://www.fda.gov/ForPatients/Approvals/Fast/ucm405397.htm
http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/HowtoapplyforOrphanProductDesignation/default.htm
http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/HowtoapplyforOrphanProductDesignation/default.htm
https://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/RarePediatricDiseasePriorityVoucherProgram/default.htm
https://www.fda.gov/ForPatients/Approvals/Fast/ucm405405.htm


 

List of various college activities during January to April 2018: 
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