2018 HAZARDOUS DRUGS REVIEWS

Reviewer

Drug apremilast (Otezla); PDE4 inhibitor
CAS No. 608141-41-9

Links PI; DailyMed; DrugBank; MSDS
New Drug NEW DRUG

New Warning

Black Box

Formulation and Dosage

Tablets; 30mg

Hazardous Drug? YorN

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Preg. Cat. C

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug bevacizumab (Avastin); antineoplastic

CAS No. 126974-75-3

Links Pl; DailyMed; DrugBank; MSDS

New Drug

New Warning NEW

Black Box Gastrointestinal perforations, surgery and wound-healing complications,

and hemorrhage

Formulation and Dosage

IV; 5-15mg/kg

Hazardous Drug? Yor N

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug

blinatumomab (Blincyto); antineoplastic

1



http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/205437s005lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=3acf6751-827d-11e2-9e96-0800200c9a66
http://www.drugbank.ca/drugs/DB05676
http://www.medkoo.com/uploads/product/Apremilast/safety/MSDS-Apremilast.pdf
http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/125085s312lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=939b5d1f-9fb2-4499-80ef-0607aa6b114e
http://www.drugbank.ca/drugs/DB00112
http://www.gene.com/download/pdf/AvastinCombMSDS.pdf
http://www.fda.gov/safety/medwatch/safetyinformation/ucm287610.htm

CAS No. 853426-35-4

Links PI; DailyMed; DrugBank; MSDS
New Drug NEW DRUG

New Warning

Black Box Neutoxicity

Formulation and Dosage | IV; 9mcg/day

Hazardous Drug? Y or N

Decision Criteria

General

Pregnancy Data (incl. Preg. Cat. C

Lactation)

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug ceritinib (Zykadia); antineoplastic
CAS No. 1032900-25-6

Links Pl; DailyMed; DrugBank; MSDS
New Drug NEW DRUG

New Warning NEW

Black Box

Formulation and Dosage

Capsules; 750mg

Hazardous Drug? Yor N

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Preg. Cat. D

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug clobazam (Onfi); antiepileptic
CAS No. 22316-47-8

Links PI; DailyMed; DrugBank; MSDS
New Drug

New Warning NEW

Black Box

Formulation and Dosage

tablets, oral suspension; 20mg/kg



http://www.accessdata.fda.gov/drugsatfda_docs/label/2014/125557lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=38b482a8-960b-4591-9857-5031ecb830aa
http://www.drugbank.ca/drugs/DB09052
http://msds.amgen.com/%7E/media/amgen/repositorysites/msds-amgen-com/blincyto_safety_data_sheet_20151113_rev_4.ashx
http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/205755s003s004lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=fff5d805-4ffd-4e8e-8e63-6f129697563e
http://www.drugbank.ca/drugs/DB09063
http://www.medkoo.com/uploads/product/Ceritinib__LDK378_/safety/MSDS-Ceritinib.pdf
http://www.fda.gov/safety/medwatch/safetyinformation/ucm458065.htm
http://www.accessdata.fda.gov/drugsatfda_docs/label/2014/202067s003,203993s003lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=de03bd69-2dca-459c-93b4-541fd3e9571c
http://www.drugbank.ca/drugs/DB00349
http://www.sigmaaldrich.com/MSDS/MSDS/DisplayMSDSPage.do?country=US&language=en&productNumber=C8414&brand=SIGMA&PageToGoToURL=http%3A%2F%2Fwww.sigmaaldrich.com%2Fcatalog%2Fproduct%2Fsigma%2Fc8414%3Flang%3Den
http://www.fda.gov/safety/medwatch/safetyinformation/ucm377312.htm

Hazardous Drug? Yor N

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Preg. Cat. C

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug cobimetinib (Cotellic); antineoplastic
CAS No. 934660-93-2

Links Pl; DailyMed; Drugbank; MSDS

New Drug NEW DRUG

New Warning

Black box

Formulation and Dosage

tablets; 60mg

Hazardous Drug? YorN

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug darbepoetin alfa (Aranesp); erythropoiesis stimulant

CAS No. 11096-26-7

Links PI; DailyMed; DrugBank; MSDS

New Drug

New Warning NEW

Black Box Increased risk of death, myocardial infarction, stroke, venous

thromboembolism, thrombosis of vascular access, and tumor progression
or recurrence

Formulation and Dosage

IV, SQ; 0.45-2.25mcg/kg

Hazardous Drug? Yor N

Decision Criteria

General



http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/206192s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=c387579e-cee0-4334-bd1e-73f93ac1bde6
http://www.drugbank.ca/drugs/DB05239
http://www.gene.com/download/pdf/CotellicTablets20mgSDS.pdf
http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/103951s5363lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=0fd36cb9-c4f6-4167-93c9-8530865db3f9
http://www.drugbank.ca/drugs/DB00012
http://msds.amgen.com/%7E/media/amgen/repositorysites/msds-amgen-com/aranesp_safety_data_sheet_20130213_rev_3.ashx
http://www.fda.gov/safety/medwatch/safetyinformation/ucm458055.htm

Pregnancy Data (incl.
Lactation)

Preg. Cat. C

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug dihydroergotamine (Migranal); SHT receptor binder
CAS No. 511-12-6

Links Pl; DailyMed; Drugbank; MSDS

New Drug

New Warning

Black Box Serious or life-threatening peripheral ischemia

Formulation and Dosage

IV, IM, SQ, nasal spray; 1mg

Hazardous Drug? YorN

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Preg. Cat. X

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug exenatide (Bydureon); antidiabetic
CAS No. 141732-76-5

Links Pl; DailyMed; DrugBank; MSDS
New Drug

New Warning NEW

Black Box Risk of thyroid C-cell tumors

Formulation and Dosage

SQ; 2mg/week

Hazardous Drug? YorN

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Preg. Cat. C

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity



http://www.accessdata.fda.gov/drugsatfda_docs/label/2002/20148s7s8lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=dihydroergotamine
http://www.drugbank.ca/drugs/DB00320
http://www.molbase.com/en/msds_6190-39-2-moldata-88492.html
http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/022200s015s016s017s018lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=exenatide
http://www.drugbank.ca/drugs/DB01276
http://msds-search.mallinckrodt.com/atn/exend_msds_us_default.pdf
http://www.fda.gov/safety/medwatch/safetyinformation/ucm400570.htm

Organ Tox at low doses

Reviewer

Drug finafloxacin (Xtoro); antibiotic
CAS No. 209342-40-5

Links PI; DrugBank; MSDS

New Drug NEW DRUG

New Warning

Black Box

Formulation and Dosage

otic suspension; 0.30%

Hazardous Drug? YorN

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug interferon beta-1b (Betaseron), (Extavia); immune modulator
CAS No. 145155-23-3

Links PI; Pl; DailyMed; DrugBank; MSDS
New Drug

New Warning NEW

Black Box

Formulation and Dosage | SQ; 0.25mg

Hazardous Drug? YorN

Decision Criteria

General

Pregnancy Data (incl. Preg. Cat. C

Lactation)

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer
Drug itraconazole (Sporanox); antifungal
CAS No. 84625-61-6



http://www.accessdata.fda.gov/drugsatfda_docs/label/2014/206307s000lbl.pdf
http://www.drugbank.ca/drugs/DB09047
http://datasheets.scbt.com/sds/AGHS/EN/sc-211507.pdf
http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/103471s5188lbl.pdf
http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/125290s063lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=INTERFERON+BETA-1B
http://www.drugbank.ca/drugs/DB00068
http://www.bio-world.com/msds/22060367/Human-Interferon-beta-b-Recombinant.html
http://www.fda.gov/safety/medwatch/safetyinformation/ucm430219.htm

Links

PI; DailyMed; DrugBank; MSDS

New Drug
New Warning NEW
Black Box Congestive heart failure, cardiac effects and drug interactions

Formulation and Dosage

capsules; 200-400mg

Hazardous Drug? Yor N

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Preg. Cat. C

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug ivabradine (Corlanor); HCN blocker
CAS No. 155974-00-8

Links Pl; DailyMed; DrugBank; MSDS
New Drug NEW DRUG

New Warning

Black Box

Formulation and Dosage

tablets; 5-7.5mg

Hazardous Drug? Yor N

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug lenvatinib (Lenvima); antineoplastic
CAS No. 417716-92-8

Links PI; DailyMed; DrugBank; MSDS

New Drug NEW DRUG

New Warning

Black Box

Formulation and Dosage

capsules; 24mg

Hazardous Drug? YorN



http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/020083s058,020657s033lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=itraconazole
http://www.drugbank.ca/drugs/DB01167
http://www.drugbank.ca/system/msds/DB01167.pdf?1265922747
http://www.fda.gov/safety/medwatch/safetyinformation/ucm223891.htm
http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/206143Orig1s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=92018a65-38f6-45f7-91d4-a34921b81d0d
http://www.drugbank.ca/drugs/DB09083
http://msds.amgen.com/%7E/media/amgen/repositorysites/msds-amgen-com/corlanorsds.ashx
http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/206947s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=f4bedd21-efde-44c6-9d9c-b48b78d7ed1e
http://www.drugbank.ca/drugs/DB09078
http://www.medkoo.com/uploads/product/Lenvatinib_mesylate/safety/MSDS-LenvatinibMesylate.pdf

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug metreleptin (Myalept); leptin analog

CAS No. 186018-45-1

Links Pl; DailyMed; DrugBank;

New Drug NEW DRUG

New Warning

Black Box Risk of anti-metreleptin antibodies with neutralizing activity and risk of

lymphoma

Formulation and Dosage

SQ; 10mg

Hazardous Drug? YorN

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Preg. Cat. C

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug miltefosine (Impavido); antibiotic
CAS No. 58066-85-6

Links PI; DailyMed; DrugBank; MSDS
New Drug NEW DRUG

New Warning

Black Box Embryo-fetal toxicity

Formulation and Dosage

capsules; 50mg

Hazardous Drug? Yor N

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Preg. Cat. D

Carcinogenicity



http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/125390s010lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=metreleptin
http://www.drugbank.ca/drugs/DB09046
http://www.accessdata.fda.gov/drugsatfda_docs/label/2014/204684s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=miltefosine
http://www.drugbank.ca/drugs/DB09031
http://www.drugbank.ca/system/msds/DB09031.pdf?1424218658

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug olaparib (Lynparza); antineoplastic
CAS No. 763113-22-0

Links Pl; DailyMed; DrugBank; MSDS
New Drug NEW DRUG

New Warning

Black Box

Formulation and Dosage

capsules; 400mg

Hazardous Drug? YorN

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Preg. Cat. D

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug osimertinib (Tagrisso); antineoplastic
CAS No. 1421373-65-0

Links PI; DailyMed; DrugBank; MSDS

New Drug NEW DRUG

New Warning

Black Box

Formulation and Dosage

tablets; 80mg

Hazardous Drug? Yor N

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses



http://www.accessdata.fda.gov/drugsatfda_docs/label/2014/206162lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=5e31a6a9-864f-4aba-8085-37ee1ddcd499
http://www.drugbank.ca/drugs/DB09074
http://aslb.jp/sites/default/files/MSDS/BioVision/1952_MSDS.pdf
http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/208065s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=5e81b4a7-b971-45e1-9c31-29cea8c87ce7
http://www.drugbank.ca/drugs/DB09330
http://www.medkoo.com/uploads/product/Osimertinib_mesylate__AZD-9291_mesylate_/safety/MSDS-OsimertinibMesylate.pdf

Reviewer

Drug sonidegib (Odomzo); antineoplastic
CAS No. 956697-53-3

Links PI; DailyMed; DrugBank; MSDS

New Drug NEW DRUG

New Warning

Black Box Embryo-fetal toxicity

Formulation and Dosage

capsules 200mg

Hazardous Drug? YorN

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug trastuzumab (Herceptin); antineoplastic

CAS No. 180288-69-1

Links Pl; DailyMed; DrugBank; MSDS

New Drug

New Warning NEW

Black Box Cardiomyopathy, infusion reactions, embryo-fetal toxicity and pulmonary

toxicity

Formulation and Dosage | IV; 2-6mg/kg
Hazardous Drug? Yor N

Decision Criteria

General

Pregnancy Data (incl. Preg. Cat.D

Lactation)

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug triazolam (Halcion); hypnotic
CAS No. 28911-01-5

Links Pl; DailyMed; DrugBank; MSDS
New Drug



http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/205266s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=77bd079b-7168-454a-ac38-963f8ba34324
http://www.drugbank.ca/drugs/DB09143
http://www.drugbank.ca/system/msds/DB09143.pdf?1443712563
http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/103792s5327lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=trastuzumab
http://www.drugbank.ca/drugs/DB00072
http://www.gene.com/download/pdf/MSDS_herceptin_vials440mg.pdf
http://www.fda.gov/safety/medwatch/safetyinformation/ucm392225.htm
http://www.accessdata.fda.gov/drugsatfda_docs/label/2014/017892s047lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=triazolam
http://www.drugbank.ca/drugs/DB00897
http://www.pfizer.com/files/products/material_safety_data/HALCION.pdf

New Warning

NEW

Black Box

Formulation and Dosage

tablets; 0.25mg

Hazardous Drug? Yor N

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Preg. Cat. X

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

Reviewer

Drug urofollitropin (Bravelle); ovulation stimulator
CAS No. 146479-72-3

Links Pl; DailyMed; DrugBank;

New Drug

New Warning NEW

Black Box

Formulation and Dosage

IM, SQ; 150-4501U

Hazardous Drug? YorN

Decision Criteria

General

Pregnancy Data (incl.
Lactation)

Preg. Cat. X

Carcinogenicity

Teratogenicity

Reproductive Toxicity

Genotoxicity

Organ Tox at low doses

10



http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm418718.htm
http://www.accessdata.fda.gov/drugsatfda_docs/label/2014/021289s019lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=urofollitropin
http://www.drugbank.ca/drugs/DB00094
http://www.fda.gov/safety/medwatch/safetyinformation/ucm389226.htm

