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Self-assessment questions
Answer yes or no

1. Have your organization changed any procedure
after NIOSH 2014 List of Hazardous Drugs was
published?

2. Do you focus the information of Hazardous Drugs to
the oncology and haematology areas?



About my facility

Majorca, Spain

Hospital of reference Balearic Islands

25 Clinical Pharmacists

24 hour, 7 day a week clinical coverage



Hazardous Drug Handling in Spain
• Guidelines are recommendations, not enforceable
• They were quite well implemented in cytostatics drugs



2016 NIOSH list of HDs

FDA = U.S. Food and Drug Administration; IARC= International Agency for Research on Cancer.
NIOSH list of antineoplastic and other hazardous drugs in healthcare settings 2016. https://stacks.cdc.gov/view/cdc/41372. 

Added 34 new drugs

Table 1 
19 new drugs

Table 2
6 new drugs

Table 3
9 new drugs







Group Classification Example

1
Antineoplastic Drugs

Some of these drugs may also pose a reproductive risk for 
susceptible population. 

Carboplatin, etoposide, 
doxorrubicine, mecloretamine, 

vincristine

2
Non-antineoplastic drugs that meet one or more of the 

NIOSH crieria for HD. 
Some of these drugs may also pose a reproductive risk for 

susceptible population. 

Apomorfina, azatioprina, 
carmabazepina, cidofovir,
estrógenos, ganciclovir, 

progesterona, talidomida, 
espironolactona, fenitoína,  

3
Drugs that primary pose a reproductive risk to men and 

women who are actively trying to cenceive and women who are 
pregnant or breast feeding 

Bosentán, clonazepam, finasterida, 
fluconazol, paroxetina, oxitocina, 
valproato, voriconazol, warfarina

Notable changes 
from 2012 to 2014 Update





February 1st, 2016
� Official date postpone from June 2018 to December 1st 2019

� It is not a guidelines, neither recommendation, it is
mandatory

� Complimentary of
USP <795> Nos Sterile Drugs Preparacion
USP <797> Sterile Drugs Preparation

� 4 Protection levels: 
Patient, Drug, Proffesional, Environmental

Chapter USP <800> 
Handling Hazardous Drugs



Hazardous Drug Safety in Spain

Government 
of Spain

Objetives
To review hazardous drugs in Spain and 
provide management and 
recommendations for health 
professionals



Hazardous Drug Safety in Spain



Hazardous Drug Safety in Spain

UNIQUE CODE assigned to each drug, based mainly 
on its pharmaceutical form

q Ampoule
q Intravenous solution RTU
q Oral liquid drug RTU
q Ophthalmic RTU
q Syringe RTU
q Oral solution 
q Powder for oral solution
q Vial
q Intravenous solution
q Solution for irrigation
q Topical drug
q Implant
q Oral drug non crushable
q Vial BCG



Hazardous Drug Safety in Spain

Output

List with 196 hazardous drugs for health 
professionals including precautions based on 
their role/activity.

It has been released by INSHT (NTP)



Dangerous Medications Technical Document – Example



Objectives

Assess the state of safe handling of hazardous drugs in Spanish Healthcare.  

To improve safe handling of hazardous drugs in healthcare settings through a 
cyclic model for collecting, classifying, disseminating and transferring safe

practices. 

The Spanish National Observatory 
on Safe Practices for Handling Hazardous Drugs

A team of leaders throughout the country representing 
Occupational Risk Protection Services and Pharmacy Services.



Collecting the Information

General Measures

Logistics

Repacking

Prescription

Laboratory

Compounding Administration

Cleaning

HCW Education

Patient Education

Topics Covered

Ø Pharmacy
Ø Occupational Risk Protection Service
Ø Nurses
Ø Quality Service



Chapter USP <800> 
Handling Hazardous Drugs



The Spanish National Observatory 
on Safe Practices for Handling Hazardous Drugs







MEDICAMENT PERILLÓS
Usar guants

MEDICAMENT PERILLÓS
Usar guants i bata.

Valorar máscara i ulleres

MEDICAMENT PERILLÓS
Risk reproductiu

Requirement in Spain to include identification details



Prime before dispensingRequirement in Spain to include identification details



Requirement in Spain to include identification details



•HD have to be identify in electronic systems
•Alerts when you need to manipulate the pharmaceutical form



•HD have to be identify in electronic systems
•Alerts when you need to manipulate the pharmaceutical form



•There have to exist rules for the administration, 
they have to be available for everyone at anytime

•Procedures have to be reviewed every year



• Administration CSTD 



• Oral HD (solid)
• senteral HD

• Topical , Ophthalmic

• HIPEC, BCG intravesical

Personal Protective Equipment (PPE)



• Parenteral HD
• Topical , Ophthalmic
• Oral liquid

Personal Protective Equipment (PPE)



HIPEC, BCG intravesical

Personal Protective Equipment (PPE)



Chemotherapy Spill kit must be available anyplace 
where HD are administer



HD waste have to be eliminated in the specific way



Surface controls every six months, at least.



Clonazepam amp. (Rivotril) NIOSH-3

Leuprorelina jer. prec. (Procrin, Eligard, Lutrate…) NIOSH-1

Medroxiprogesterona vial (Depo-Progevera) NIOSH-2

Metotrexato jer. prec. (Bertanel, Imeth, Metoject, Quinux) NIOSH-1

Misoprostol comp. (Cytotec, Artrotec) NIOSH-3

Paliperidona iny. (Xeplion) NIOSH-2

Risperidona sol. oral o iny. (Risperdal  y R. Consta) NIOSH-2

Testosterona amp. (Testex, T. prolongatum, Reandron…) NIOSH-3

Triptorelina iny (Decapeptyl, Gonapeptyl,...) NIOSH-1

HD in Primary Care







New Preparations HD

Sep 2015-Jun 2016 (10 months) Drug N Total
3 parenterals Micofenolato 907

Ciclosporina 296

Tacrolimus 32 1.523

4 orals Valganciclovir susp oral 5

Micofenolato sol oral 2

Fenoxibenzamina sol oral 1

Azatioprina susp oral 2 10



Not possible to use CDTS:

Apomorphine
Cyclosporine
Phenytoin
Tacrolimus
Clonazepam
Dinoprostone
Oxytocin



Still pending resolution

• Not stable drugs (phenytoin, suspensions)

• CSB for HD oral 

• Pharmacy 365x24

• Urgent drugs (phenytoin)

• Drugs in NIOSH list 3 (valproic acid)

• Acenocumarol, warfarine (list 3)

• HIPEC (operation theate), Intravesical BCG



Obstacles

• Gown in Day Hospital
• PPE in Pediatrics
• No risk recognition (Surgery, Ophthalmology)





Self-assessment questions
Answer yes or no

1. Have your organization changed any procedure
after NIOSH 2014 List of Hazardous Drugs was
published?

2. Do you focus the information of Hazardous Drugs to
the oncology and haematology areas?

YES

NO



HD are now everywhere in care setting areas

No new risks, but there are better safety measures

Not all is solved but we have many things to do

Take home messages


