Review of Laws & Regulations
Governing Hazardous Drugs

Firouzan OFredd Massoomi, Phar m.

Nebraska Methodist Hospital
Department of Pharmacy Services
Pharmacy Operations Coordinator

8303 Dodge St
Omaha, NE 68114



Guidelines for Hazardous Drugs

sSource Year

ASHP 1984, 1990, 2006

AMA Council on Scientific
Affairs 1985

OSHA 1986, 1995, 1999

Oncology Nursing Society
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Agencies That Oversee Drugs

Occupational Safety and Health

I;S‘P United States Pharmacopeia
U Association (OSHA)

s (USP)

i United States Environmental
® Protection Agency
(USEPA)

(‘ Department of Transportation

% Drug Enforcement Administration EDA Food & Drug Administration
&% (DEA) (FDA)
]

¥ A

CENTERS for MEDICARE & MEDICAID SERVICES

The Joint Commission



http://www.epa.gov/cgi-bin/epalink?target=http://www.epa.gov/&logname=epahome&referrer=seal
http://www.jointcommission.org/
http://pnt.gov/membership/dot-large.jpg
http://www.usp.org/
http://www.osteopathic.org/index.cfm
http://www.dnv.com/
http://www.fda.gov/default.htm

Should We Be Worried?

Carcinogenicity of agents & their mechanism of anti-cancer action




Hazardous Drug Safety Paradigm

USEPA / DOT
Public Safety

USP 797 OSHA
Patient Safety Employee Safety



Hazardous Drug Safety Paradigm
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{isp Legal Implications - Federal

A The federal Food, Drugs and Cosmetics Act recognizes
the UPS/NF as the official compendia of drug standards

A Chapter 1 - 999 official monographs and regulatory
USP <797>

A Chapter 1000+ are considered guidelines

A Drugs failing to meet USP/NF standards for strength,
guality, purity, packaging, or labeling
Deemed Aimi sbrandedo or nadul t

Darryl S. Rich, Pharm.D., MBA, FASHP
JCAHO;NHIA 13th Annual Conference: Sterile Product Preparations; March 04, 2004


http://www.usp.org/
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Green = Full adoption of USP 797

Yellow = Partial USP 797 with State Regulations on Sterile Compounding

= No adoption of USP 797 No State Regulations on Sterile Compounding



http://www.usp.org/

NAs pharmaci sts, we have
compound; as professionals, we have the obligation
to compound to the highe

Kastango, ES, et al.
Am J Healtsyst Pharm. 2004;61:1338

NThe most | mportant var
contamination of admixtures was the aseptic
technique of personnel, not the environment in

which the drugs were co
Thomas M, Sanborn M, Couldry R.




IﬂUSP <797> Elements

A There are three broad areas that contribute to
meeting the objectives of USP <797>



http://www.usp.org/

USP <797>
Written Policies & Procedures

U5

Proper use of PPE
On EACH piece of PPE

Aseptic and containment compounding, administering,
labeling, receiving, storing, transporting and disposal of HDs

Spill management and accidental exposure
Proper use and maintenance of equipment
Quality Assurance monitoring

Education and training

Medical surveillance

Hazard communication and safety program


http://www.usp.org/

Categories for USP 797

*A Five categories with Four risk levels

A Immediate Use

1 Must be used within one hour

1 IV Push antibiotics, Insulin doses
A Low-Risk compounded sterile products

1 IV Piggy backs; IV drugs with less than 3 ingredients
A Low-Risk Level w/12 hour limit

1 Administration to start within two hours
1 Ampicillin IVPB
A Medium-Risk compounded sterile products

1 Batching or >3 transfers
i Total Parenteral Nutrition (TPN)



http://www.usp.org/

Personal Protective Equipment

No Make-up or Jewels
No iPods

Hands & elbows

scrubbed according to
CDC Hand hygiene
document
www.cdc.gov/handhygiene

Hands & elbows



http://www.usp.org/

Primary Engineering Control

Laminar Flow Cabinet Containment Aseptic Isolator

Both create ISO 5 air via HEPA (Hiih Efficienci Particulate Air) filter


http://www.usp.org/

Iﬂ Storage Conditions & Beyond Use Dating
®

A In the absence of sterility testing, storage periods (before
administration) shall not exceed the following:




