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It’s all about 
Should, May, Shall and Must!

By

Anthony Hughes P.D.

SHOULD MAY SHALL MUST
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It’s all about 
Should, May, Shall and Must!

There are portions of the interpretive 
guidelines that specify such things as 
permissive duties or tools that facilities
may be using to care for residents.*

*CMS January 18, 2008 

MAY
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It’s all about 
Should, May, Shall and Must!

Permissive duties are not requirements, and lack of 
use of any particular tool does not, by itself, 
constitute sufficient grounds for the citation of a 
deficiency. *

*CMS 

January 18, 2008 

NOT
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It’s all about 
Should, May, Shall and Must!

Words like “should” or “may” create permissive 
standards, vs. words like “shall” and “must” that 
indicate requirements*…

*CMS January 18, 2008 

SHOULD MAY

SHALL

MUST
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It’s all about 
Should, May, Shall and Must!

The deficiency citation must be written to explain 
how the entity fails to comply with the regulatory 
requirements, not how the facility fails to comply 
with the guidelines for the interpretation of those 
requirements.*

*CMS January 18, 2008
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F-Tag 332 and F-Tag 333
Medication Errors

• F332 - The facility must ensure that it is free 
of medication error rates of Five percent or 
greater*… 

• F333 - The facility must ensure that 
residents are free of any significant 
medications error.  If one or more significant 
errors are identified then a F333 deficiency 
exists.*

* CMS SOM 12/06
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F-Tag 332 and F-Tag 333
Medication Errors

• CMS OSCAR Current Survey, December 2008

State F-Tag 332 F-Tag 333

United States 11.0% 6.6%

AR 41.8% 35.3%

NM 28.6% 10.0%

WA 19.7% 5.9%

TN 19.1% 11.3%

CA 14.9% 10.0%

AZ 10.5% 15.0%

MD 7.4% 31.3%
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F-Tag 332 Medication Errors

F – Tag 332
From 07/07 thru 12/08

53% Omission of a Drug

43% involved a vitamin or OTC item

41 % Wrong Dose

33% Dose not given with food

20% not enough fluids with dose

18% involved MDI - puffs

17% involved eye drops



10

F-Tag 333
Medication Errors

F – Tag 333
From 07/07 thru 12/08

41% Omission of a drug

37% Wrong dose

27% Not following MD orders

15% Wrong Drug administered

13% Administered DC’ed drug
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F-Tag 332 and F-Tag 333
Medication Errors

Did you know?

The administration of nutritional and dietary 
supplements should not be included in the 
calculation of the facility’s medications 
error rate.*

*CMS September 28 2007

SHOULD
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F-Tag 332 and F-Tag 333
Medication Errors

Did you know?

Dietary Supplements – herbal and alternative 
products are considered to be dietary supplements.

They are NOT regulated by the FDA and their 
composition is not standardized. 

* CMS September 28, 2007

NOT
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F-Tag 332 and F-Tag 333
Medication Errors

If a dietary supplement, given to a resident between 
meals, has a vitamin(s) as one or more of its 

ingredients, it should be documented and evaluated 
as a dietary supplement rather than a medication. 

* CMS September 28, 2007

SHOULD
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F-Tag 332 and F-Tag 333
Medication Errors

Because nutritional and dietary supplements are not 
considered to be medications for the purpose of 
federal nursing home surveys, noncompliance with 
the administration of these products should NOT
be included in the calculation of the facility’s 
medication error rate at F332 or as a significant 
medication error at F333. 

* CMS September 28, 2007

NOT
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F-Tag 332 and F-Tag 333
Medication Errors

Did you know?
Medication errors involving vitamins and/or minerals

should be documented at F332 and counted 
towards the Five percent error rate.

But would not be considered to be a significant 
medication error unless the criteria at F333 were 
met.*

* CMS September 28, 2007

SHOULD

NOT
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F-Tag 332 and F-Tag 333
Medication Errors

Is Chondroitin and Glucosamine a medication 
error if administered incorrectly during a 

medication pass? 
No,

Chondroitin and Glucosamine are dietary 
supplements and are not regulated as drugs. They 
are marketed under the Dietary Supplement and 

Health Education Act of 1994 (DSHEA)*
*“Clinical Pharmacology Oct 2008”

*CMS September 28 2007



18



19

F-Tag 332 and F-Tag 333
Medication Errors

Is a One A Day Multi-Vitamin with Iron a 
medication error if administered incorrectly 

during a medication pass? 

YES

In most cases as an insignificant error and 
counted toward the 5% error rate. 

*CMS September 28 2007
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F-Tag 332 and F-Tag 333
Medication Errors

Is Omega- 3 a medication error if administered 

incorrectly during a medication pass? 

No,

Omega-3 fatty acids are dietary supplements and 
are not regulated as drugs. They are marketed 

under the Dietary Supplement and Health 
Education Act of 1994 (DSHEA)*

*“Clinical Pharmacology Oct 2008”

*CMS September 28 2007
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F-Tag 332 and F-Tag 333
Medication Errors

What is a Medication Error?

• The observed preparation or administration 
of drugs or biologicals which is not in 
accordance with:
• Physicians Orders
• Manufacturer’s specifications (not recommendations)

regarding the preparation and administration of the 
drug or biological.

• Accepted professional standards and 
principles…

* CMS SOM 12/06
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F-Tag 332 and F-Tag 333
Medication Errors

True or False
It is a medication error if the patient does not 

rinse their mouth after administering Advair 
Diskus?

Maybe…
Advair Diskus Package Insert under Dosage and 

Administration,
“After inhalation, the patient SHOULD rinse the mouth with 

water without swallowing.”*
*Advair Diskus, Dosage and Administration 2.0 Package Insert

SHOULD
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F-Tag 332 and F-Tag 333
Medication Errors

True or False
It is a medication error if the patient does not 

rinse their mouth after administering Advair 
Diskus?

Maybe…
Advair Diskus Package Insert under Dosage and 

Administration,
“After inhalation, the patient SHOULD rinse the mouth with 

water without swallowing.”*
*Advair Diskus, Dosage and Administration 2.0 Package Insert

SHOULD
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F-Tag 332 and F-Tag 333
Medication Errors

What is a significant medication error?

Answer: An error which causes the resident 
discomfort or jeopardizes his or her health 
and safety. 
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F-Tag 332 and F-Tag 333
Medication Errors

Determining Significance

The relative significance of medication errors 
is a matter of professional judgment 
following three general guidelines.

• Resident Condition

• Drug Category

• Frequency of error

* CMS SOM 12/06



27

F-Tag 332 and F-Tag 333
Medication Errors

The following situations in drug administration 
“MAY” be considered medications errors

• Failure to “Shake Well”
• Mixing insulin suspensions
• Crushing medications that should not be crushed.
• Adequate fluids with medications
• Medications that must be taken with food or antacids
• Medications administered with enteral nutritional 

formulas

* CMS SOM 12/06

MAY
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F-Tag 332 and F-Tag 333
Medication Errors

The following situations in drug administration 
“MAY” be considered medications errors cont.

• Medications instilled into the eye

• Allowing resident to swallow sublingual tablets

• Medication administered via metered dose inhalers

* CMS SOM 12/06

MAY
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F-Tag 332 and F-Tag 333
Medication Errors

* CMS SOM 08/07
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F-Tag 332 and F-Tag 333
Medication Errors

Adequate fluids

With NSAIDs the surveyor should count fluids 
consumed during meals or snacks as fluids 
taken with the medications as long as they have 
consumed within a reasonable time of taking 
the medication (e.g. within approximately 
30min). 

* CMS SOM 12/06

SHOULD
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F-Tag 332 and F-Tag 333
Medication Errors

Adequate fluids

* CMS SOM 08/07
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F-Tag 332 and F-Tag 333
Medication Errors

Something to Remember

Adequate Fluids 

If the patient is on a fluid restrictions then 
adequate fluid consideration does NOT

apply
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F-Tag 332 and F-Tag 333
Medication Errors

Something to Remember

Adequate Fluids 

If the resident refuses to take adequate fluid 
and the facility made a good faith effort and 
provided assistance, the facility should not 

be at fault. 
SHOULD
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F-Tag 332 and F-Tag 333
Medication Errors

NOTE

• If the person administering the drug follows 
all the procedures and there is failure to 
administer the medication because the 
resident is uncooperative this “SHOULD”
not be called a medication error. 

* CMS SOM 12/06

SHOULD
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F-Tag 332 and F-Tag 333
Medication Errors

Timing Errors

If a drug is ordered before meals (AC) and 
administered after meals (PC). 

Always count this as a medication error.

The same applies if a drug is ordered after meals 
(PC) and administered before meals (PC). 

* CMS SOM 12/06

ALWAYS
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F-Tag 332 and F-Tag 333
Medication Errors

Timing Errors

Is it always a medication error if a 
medication is administered over 60 

minutes later than ordered? 

NO not always
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F-Tag 332 and F-Tag 333
Medication Errors

Count a wrong time error if;

The drug is administered 60 minutes earlier or later 
than its scheduled time of administration,

BUT, Only if that wrong time error can cause the 
resident discomfort or jeopardize the residents 
health and safety. 

* CMS SOM 12/06
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F-Tag 332 and F-Tag 333
Medication Errors

Count a wrong time error if;

* CMS SOM 08/07
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F-Tag 332 and F-Tag 333
Medication Errors

• Half-Life – The time required for ½ of the 
medications to be eliminated from the 
system under normal circumstances.

• It is recognized that it takes 5 half-lives to 
totally remove a drug. 

• In many cases reduced renal function will 
prolong the elimination even more 
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F-Tag 332 and F-Tag 333
Medication Errors

Commonly seen drugs with long half-lives

Lisinopril – Prinivil – 12hr – 60hrs(2.5 days) *1

Ramipril – Altace – 13-17hrs – 65hrs(2.7days)

Fosinopril – Monopril -12hrs -60hrs(2.5days)

Digoxin  - Lanoxin – 30hrs – 150hrs(6.25days) *2

*1 Fact and Comparisons

*2 Clinical Pharmacology
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F-Tag 332 and F-Tag 333
Medication Errors

True or False

Is it always a medication error if the nurses 
administers digoxin and lisinopril at 10:25AM 

when the medication pass is scheduled for 
9:00AM? 

False

It would be dependent of the patient’s condition and 
ultimately cause the resident discomfort or 
jeopardize the residents health and safety. 

* CMS SOM 12/06
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F-Tag 332 and F-Tag 333
Medication Errors

True or False

The latest recapitulation of drug orders is 
sufficient for determining whether a valid 
order exists provided the prescriber has 

signed the “recap”. 

TRUE
* CMS SOM 12/06
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F-Tag 332 and F-Tag 333
Medication Errors

* CMS SOM 08/07
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The Med Pass

General Information

Initially observe the administration at least 
20-25 medications, observing as many staff 
administering medication as possible to 
facilitate a review of the facilities entire 
medication distribution system.

Sub-Task 5E, Section C. 1. Medication Pass



45

The Med Pass

General Information

After the medication pass, compare your 
observations with the prescriber’s orders. 

If no errors are found after reconciliation of the pass 
with the prescriber’s orders, the medication pass 
observation is complete.

If one or more errors are found, observe the 
administration of another 20-25 medications. 

Sub-Task 5E, Section C. 1. Medication Pass
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The Med Pass

What is a significant medication error?

• An error that causes the resident discomfort 
or jeopardizes his or her health and safety. 

• There are three general guidelines
• Resident Condition-fluid pill to a dehydrated resident

• Drug Category- (NTI) – coumadin, dilantin, etc

• Frequency of error 

* CMS SOM 12/06
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The Med Pass

• Examples of significant errors

• Nitrol patch or oint omitted once

• Coumadin administered without an order

• 0.25mg Digoxin administered when 0.125mg 
ordered

• Wrong volume of Dilantin Suspension

* CMS SOM 12/06
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The Med Pass

Time to Pass

• Unless a time is specified you have 60 minutes 
before and after with a scheduled medication 
pass. 

Exception would be if a drug is ordered before or 
after a meal. Then the time is more critical.

* CMS SOM 12/06
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CAUTION – SLOW DOWN

Inhalers 
• Shake the container WELL

• Position the inhaler in front or in the residents 
mouth.

• If more than ONE puff is required wait ONE 
(1) minute between the puffs.

• In many cases have the resident swish 
water in mouth after – DO NOT SWALLOW!

* CMS SOM 12/06
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CAUTION – SLOW DOWN

Eye Drops
• Make sure the eye drop, not the dropper, makes 

full contact with the conjunctival sac

• If more than one drop is required 
WAIT 3-5 minutes between drops

* CMS SOM 12/06
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CAUTION – SLOW DOWN

Medications administered via G-Tube

• Check the placement of the tube 

• Flush the tube with at least 30ml of water 
before and after medications. Not COLD 
water.

* CMS SOM 12/06
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CAUTION – SLOW DOWN

OTCs

• Make sure you have the right product !!

• Multivitamin and multivitamin with 
Iron are not the same. 

• Calcium with Vit-D –watch the 
strengths
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CAUTION – SLOW DOWN

Adequate Fluids with Medications

Examples:

• Bulk Laxatives – Metamucil / Citrucel

• NSAIDS  - 4-8oz with Ibuprofen / naproxen

• Potassium supplements – with or after a meal 
with a full glass of water or fruit juice
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CAUTION – SLOW DOWN

Drugs taken with Food or Antacids

Example:

NSAIDS 

Common NSAIDS

Ibuprofen / naproxen



55

CAUTION – SLOW DOWN

Other medication errors

• Failure to “Shake Well”

• Insulin suspensions must be rolled not shaken

• Crushing medications that should not be crushed.

• Providing adequate fluids with medications

• Drugs that require food or antacids
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CAUTION – SLOW DOWN

Other Points to Remember

Date Openings
When you open an Insulin or multi use container, date the container

Wash Hands
When in doubt, wash your hands and any time you touch a resident.

Med Cart
Unless in is in your direct control or sight it must be locked
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F-Tag 332 and F-Tag 333
Medication Errors

What can the facility to improve 
the facility error rate?
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F-Tag 332 and F-Tag 333
Medication Errors

OTC Formulary
This greatly impacts the number of items a nurse 
must choose from and directly reduce the odds of 

an error. 

Patient Specific Packaging
Usually at a small expense the pharmacy will supply 

all medications patient specific and will improve 
the relationship with the MAR/TAR. 
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F-Tag 332 and F-Tag 333
Medication Errors

Incorporate a policy and procedure to 
remove discontinued medications 

immediately when the order is stopped 
and turn them into nursing 

management.
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F-Tag 332 and F-Tag 333
Medication Errors

Incorporate a policy and procedure to 
ensure meds are received in a timely 

fashion and report any not available to 
nursing management. 
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F-Tag 332 and F-Tag 333
Medication Errors

Routine Med-Pass observations

Competent Testing of all staff that passes 
medications

Color code each medication time pass on the MAR
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The Med Pass

It is an OPEN BOOK TEST!

The answers are right 

before you on the MAR.
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F-Tag 332 and F-Tag 333
Medication Errors

What four letter word will 
help you always get it right? 

READ


