
U.S. Pharmacopeia 
The Standard of Quo/iv 

12601 Twinbrook Parkway 

Rockville, MD 20852 

301-881-0666 

www.usp.org 

Dockets Management Branch 
HFA-305 
Food and Drug Administration 
5600 Fishers Lane, Room 1061 
Rockville, Maryland 20857 

Re: Docket No. 2004N-022 1 

Dear Sir/Madam: 
USP is submitting comments to the FDA for the Medicare Prescription Drug 

Improvement and Modernization Act of 2003; Study on Making Prescription 
Pharmaceutical Information Accessible for Blind and Visually-Impaired Individuals. 
Specifically, USP is providing information associating medication errors with 
blindness and visual impairment for consideration of the types of errors most 
common in this population. 

USP is providing information reported to its two medication errors reporting 
programs, the USP-ISMP Medication Errors Reporting (MER) Program and 
MEDMARXSM. Because neither database has codes specific to blindness or visual 
impairment, reports were identified by general text-querying methods which search 
by text strings like “vision” or “ *blind* “. The queries produced I3 reports from the 
MER Program and 4 reports from MEDMARX involving patients with 
colorblindness, poor vision, or loss of sight. USP also has a large number of reports 
involving medications or syringes that look so similar that the products have been 
confused, or are likely to be confused. Often these errors are caught before the 
medication is used because of an alert, inquiring patient with good vision If the 
patient had any loss of vision, it is possible the medication error might not have been 
averted. If FDA is interested in receiving such reports, USP will be happy to provide 
them. 

Thank you for this opportunity to provide information to the docket. If you have 
questions, please contact me at 301-816-8215 or dd@usn.org. 

Sincerely, 

Diane D. Cousins, RPh 
Vice President 
Center for the Advancement of 

Patient Safety 

cc: Yana Mille 
Eric Sheinin 
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MEDMARXSM 

MEDMARX Records Reporting Adverse Medication Events Involving the Visually Impaired or Blind* 

For the Period of 
8/l/1998 Through June 15, 2004 

n=4 
6/21/2004 

RePort#: 1 

Date entered: 1 O/3/01 

Rot catewrv: C 

Descrintion: 
Patient in home cared for by a blind family member, gave wrong dose of morphine. Supposed to give 15mg tablets 
but gave 30mg sustained release. 

Node: Administering 

Location Patient home/residence 

Generic Name: Mtorphine 

Tvoe of Error: Cause of Error: 

Improper dose/quantity 

Staff (initial error): Patient/Family 
MemberKaregiver 

Contributing Factors: Actions Taken: 

Data not provided Informed 
patientkaregiver of 
medication error 

Patient Ane: 67 Years Level of care as result of error 
None 

Patient Outcome Detail 

* This report includes data as reported by participating facilities. Page 1 of 4 

Copyright 2004. Property of the United States Pharmacopeial Convention, Inc. All rights reserved. 



MEDMARXsM 

MEDMAIRX Records Reporting Adverse Medication Events Involving the Visually Impaired or Blind* 

For the Period of 
8/l/1998 Through June I!$2004 

n=4 
6/21/2004 

Report #: 2 

Date entered: 2/8/02 

Rot cateaorv: C 

Descriotion: 
Found K-dur tab on floor beside patients bed. Patient is blind and nurse put med in patients mouth and gave water. 
Did not realize that the patient had not swallowed. 

Node: Administering 

Location Nursing (Patient Care) Unit 

Generic Name: Data Not Provided 

Twe of Error: Cause of Error: 

Omission error 

Staff (Initial error): Nurse, Registered 

Contributing Factors: 

Data not provided 

Actions Taken: 

Patient Aqe: 0 Hours Level of care as result of error Patient Outcome Detail 
Data not provided 

* This report includes data as reported by participating facilities. Page 2 of 4 
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MEDMARXSM 

MEDMARX Records Reporting Adverse Medication Events involving the Visually Impaired or Blind* 

For the Period of 
8/l/1998 Through June I!$2004 

n=4 
6/21/2004 

Reoort#: 3 

Date entered: 7/2/0:2 

Rpt cateciorv: E 

Description: 
Patient on morphine FICA developed respiration insufficiency and metabolic & respiratory alkalosis. Continuous 
infusion ordered to be dc’d 6118, but according to records was continued. Xanax added 6/18 PM, RR at 8 at 0615 on 
6119. Narcan given and PCA stopped (reported that family was pushing PCA button; patient blind and on dialysis). 

Node: Administering 

Location Data not provided 

Generic Name: M,orphine 

Tvpe of Error: 

Extra dose 

Cause of Error: Contributing Factors: 

Dispensing device involved 
Performance (human) deficit 
Procedure/protocol not 
followed 

Data not provided Education/Training 
provided 

Staff (Initial error): Nurse, Registered 

Actions Taken: 

Patient Ane: 40 Years Level of care as result of error 
Drug therapy initiated/changed 
Laboratory tests performed 
Observation initiated/increased 
Vital signs monitoring 
initiated/increased 

Patient Outcome Detail 
Narcan, sod. bicarb. given; ABGs 
monitored. 

* This report includes data as reported by participating facilities. Page 3 of 4 
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MEDMARXSM 

MEDMARX Records Reporting Adverse Medication Events involving the Visually Impaired or Blind* 

For the Period of 
8/l/1998 Through June l&2004 

n=4 
6/21/2004 

ReDort#: 4 

Date entered: 2/6/03 

Rpt cateaorv: C 

Description: 
An outpatient at home with poor vision had mixed up her tablets from two bottles of different strengths of furosemide 
(?? Doses) 

Node: Administering 

Location Patient home/residence 

Generic Name: Furosemide 

TvDe of Error: 

Improper dose/quantity 

Cause of Error: 

Brand/generic names look 
alike 

Staff (Initial error): Patient/Family 
MemberKaregiver 

Contributinn Factors: 

None 

Actions Taken: 

Patient Aae: 70 Years Level of care as result of error 
None 

Patient Outcome Detail 

* This report includes data as reported by participating facilities. Page 4 of 4 

Copyright 2004. Property of the United States Pharmacopeial Convention, Inc. All rights reserved. 
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