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l. PURPOSE: To specify the minimum requirements for SOPs and how to plan, write, publish, and
manage them. Good qudity assurance requires that dl routine activities having an impact on data
quality or process operations shal be documented explicitly so thet activities are performed
consgently and effectively by dl personnd. SOPs are used in training new employees and
encourage uniformity among and between personnd performing the same task. When reviewed
and updated on an annua basis SOPs ensure that methods and procedures remain current and in
compliance with regulations and agency palicy.

1. APPLICABILITY: This SOP appliesto dl personnel in the U.S. Army Center for Hedlth
Promotion and Preventive Medicing s (USACHPPM) Qudity Assurance Team (QAT). The
origind hard copy of the SOP will be maintained in the QAT.

[11. DEFINITION: An SOPisaclearly written set of ingtructions or methods detailing the
procedures for carrying out aroutine or recurring task or study. SOPs are used to describe both
adminidrative and technical tasks.

V. QUALITY CONTROL.:

A. Identification - Each SOP will be assigned an identification number (i.e. SOP # QAT1.0) for
tracking purposes, aswell asto fadilitate referencing. The following information will be
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1. Thecover page (See Appendix A) will contain the following information:
a. SOPtitle-

U. S. Army Center For Health Promotion and Preventive M edicine (USACHPPM)
Quality Assurance Team

STANDING OPERATING PROCEDURE (SOP)
for

b. Date removed from service.
c. Approva sgnatures and dates to include:

1) Author/Preparer
2) Supervisor
d. Annud review sgnatures and dates top include:
1) Author/Preparer
2) Supervisor
e. SOPsshould contain adisclamer such as:

Disdlamer: This Standing Operating Procedure has been prepared for the sole use of the
USACHPPM and may not be specificaly applicable to the activities of other organizations.

2. All pagesinduding the cover page and excluding appendices will have the following
information in the upper right corner:

a. SOPNUMBER WITH REVISION NUMBER
b. EFFECTIVE DATE

c. PAGE__ OF

d. COPY #

B. Polices
1. Itistheresponshility of the immediate supervisor to ensure that al procedures and

processes are documented using SOPs, and that the SOPs are approved and
reviewed. All SOPs must be approved by the immediate supervisor prior to use.

2. Itisaso the responghility of the immediate supervisor to designate an SOP
custodian for higher directorate, division, and/or program.

3. The SOP custodian is respongble for developing and maintaining aliging of al
organizationa SOPs.
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Approved SOPs must be made available to and used by workers who perform
those procedures:

a. Hard copiesin al areas performing the procedure,
b. Electronic copies on Intranet.

Deviations from current SOPs are permitted with documented gpprovad of the
gpproving supervisor.

Minor corrections and changes to SOPs may be made in pen and ink by drawing a
single line through the change, entering the updated information, then initiding,
dating, and specifying the reason for the change. The out of service versons of
SOPswill be archived in ahistoricd file.

All current SOPs must be reviewed no less than annudly by the author/preparer or
someone who is proficient in the procedure to ensure that the SOP is accurate and
up-to-date.

V. PROCEDURE:
A. Stepsfor Deveoping and Publishing an SOP.

1.

Review the procedure and decide what information is required in the SOP.

2. Gather information on the procedure from reference sources.
3.
4. Writeadraft SOP. Review the draft for technicd adequacy and adminidtrative

As=mble dl blank forms and other documents to be referenced in the SOP.

accuracy. Make sure the SOP conveys its message clearly, and that it answersthe
questions "who," "what," "when," and "how."

Submit the draft SOP for peer review and supervisory gpprova.Structure of an
SOP - See Appendix B for adminigtrative SOP format and Appendix C for
technica SOP format. All paragraphs noted in either format shal be addressed
even if they are not gpplicable to the SOP being devel oped.

B. Bedear, concise, and thorough when listing the step-by-step procedures. Remember that
the person most dependent on this SOP is the employee who may have little or no experience
with the procedure in question. Technica phraseology requiring specid knowledge should be
avoided except when no other wording will convey the intended meaning. Definitions should
be provided as necessary.

C. Include gppendices when it is necessary to furnish additiond or supplementa materid.
Appendices, if used, are placed a end of the document and are not subject to the



SOP NO.: QSO1.4
EFFECTIVE DATE: 20-Dec-00
PAGE 7 OF 7

COPY #

requirements listed in paragraph 1V.A.2. of this SOP. When appendices are used to supply
blank forms, the form must have an officia form number and an effective date (i.e., IO Form
#1.0, effective date 10/1/96). A list of dl current forms used in an organization and a
higoricd file of out-of-service forms shal aso be maintained.

1. Provide aglossary if the SOP contains more than 15 abbreviations or terms.

2. An SOP of 10 paragraphs or more should have a Table of Contents to identify
magor subdivisons and their locatiors.

3. Useilludrations only when they are essentid, contribute to a clearer understanding
of the subject matter, or substantialy reduce the narrative portion of the SOP.

4. Usewarningsto indicate an operation that, if not followed gtrictly, could result in
persond injury or loss of life. Warnings shall dways precede associate text. For
example

WARNING

Thisisawarning. Avoid contact or spilling solution of this chemica on any parts of the
body. Clean up spills and discard waste as described (give reference).

5. A noteisan item of information added to highlight an operating procedure,
condition, or practice that is independent of the main thought sequence.

NOTE: Notes do not require action and are written in the third person indicative.

6. The proper useof "shdl", "will", "should", and "may". Whenever the words "shdl"
or "will" are used, they will be defined as a mandatory requirement. The word
"should" is normaly used to express a preferred method of accomplishment. The
word "may" isnormaly used to express an acceptable or suggested means of
accomplishment.

D. SOP Revision and Correction - Procedures will change with time as better ways to do things
are discovered and procedures are refined. 1dedlly SOP changes will keep pace with actua
procedures but thisis not dways the case.

1. Minor corrections and changes to SOPswill be done in accordance with paragraph
IV.B.4. of this SOP. If thismethod is used, al controlled copies of that verson
must a so reflect the pen and ink change. SOPs that have minor pen and ink
changes will betotaly revised during the annua review process described in
paragraph V.D.2. below.

2. Totd revison isthe preferred method of correcting errorsin or changing an
approved SOP. The SOP is amended with the desired changes and anew verson
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is created (i.e. SOP# QAT1.1 becomes QAT1.2). Theimmediate supervisor must
approve the new verson of the SOP. The new SOP replaces the old version and
the “date removed from service” isindicated on the origina copy of the SOP. Al
out-of-service SOPs will be removed from common access to avoid inadvertent
use. Minor changes to and tota revision of SOPs must be publicized to gppropriate
personnel.

E. SOP Review.

1. All SOPswill bereviewed no less than annudly by the author/preparer or someone
proficient in the procedure.

2. If no changesto the SOP are needed, the reviewer signs and dates the cover page
under “Annua Review”. The approving supervisor aso signs and dates the cover
page under “Annuad Review” acknowledging the authors review and acceptance
that the SOP accurately describes the procedure or process.

3. If the SOPis deemed as being inconsistent with existing procedures and/or
processes, it must be revised in accordance with paragraph V.D.2. above.

F. SOP Control — The digribution and control of SOPsis critica to ensure that only current
goproved procedures arein use. USACHPPM’s mall digtribution system is not sufficient for
document contral.

1. Hard Copies.

a. Theorigind hard copy of an approved SOP should be kept in the
organizations main office,

b. All other controlled copies must have an identifying copy number located in
the top right hand corner of each page.

c. When the pen and ink change method is used to modify an SOP, the
designated SOP custodian is responsible for ensuring that al controlled
copies of the SOP are updated to reflect the changes.

d. Whenthetotd revison method is used to modify an SOP, the designated
SOP custodian is responsible for ensuring that al controlled copies of out-
of-service SOPs are collected and replaced with the current revison.

e. Theorganizationd listing of current SOPs must be updated when atotd
revison occurs.

2. Electronic Copies.
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a. Electronic copies of approved SOPs may be placed on the USACHPPM
network on:

1) Theorganization's“Homepage’
2) Or, onthe organization’s directory on the“P Drive’.

b. Electronic copies of approved SOPs must contain the review and approva
sgnatures and dates.

c. Organizationd personnd will have read only access to the eectronic SOPs
to ensure changes are made by authorized personne only.

d. The SOP custodian and/or the immediate supervisor will have read/write
access to electronic SOPs.

e. The SOP custodian is usudly designated by the immediate supervisor asthe
responsible person for maintaining the electronic copies of SOPs.

f.  Electronic copies of SOPsthat are printed from the network are considered
to be uncontrolled documents and must contain the date that the SOP was
printed.

0. An SOPthat is printed from the network is considered to be a current
verson only for the day it was printed.

G. Recordkeeping - Indicate what records will be kept and where they will be kept to ensure
that the project may be completely reconstructed.

H. SOP Archiving

1. When dl copies of an out-of-service SOP are collected, the origina copy is
archived and dl others copies are destroyed to avoid inadvertent use.

2. Theout-of-service SOPs will be placed in ahistoricd file and archived in
accordance with the Modern Army Recordkeeping System (Marks), AR 25-400-
2.

VI.  SAFETY CONSIDERATIONS: SOPsmust address al safety precautions that may affect
personnel performing the procedure. Safety was a consderation in developing this SOP;
however, there are no requirements at thistime.

VIl. REFERENCES:

A. USArmy Environmenta Hygiene Agency. How to Write and Manage Standing Operating
Procedures (SOP). TG No. 176. Maryland: Aberdeen Proving Ground. June 1990.
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B. USEnvironmenta Protection Agency. Guiddinesfor the Preparation of Standard Operating
Procedures. Qudity Assurance Workshop Manud. Washington D.C. July 1990.
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APPENDIX B - Format for an Administrative SOP.

VI.

VII.

PURPOSE: A brief statement which outlines the reason for or purpose of the SOP, described in
terms of function, applicability, and objective.

APPLICABILITY: Identify the activity(ies) to which the procedure gpplies. Include the
digtribution list and how the control of copieswill be handled.

DEFINITIONS: Words or phrases (including acronyms) having a pecia meaning or application
within the procedure are defined.

QUALITY CONTROL: Thiswill include any control steps and provisions or review or oversight
prior to acceptance of the product or deliverable.

PROCEDURE: Thiswill identify the step-by-step sequence of activitiesto be followed. Be
specific in the content and scope. Recordkeeping and archiving must dso be addressed here

SAFETY CONSIDERATIONS: Thisisto beincluded in dl SOPs. If there are none, state that
safety was a consideration.

REFERENCES:. Thisisalig of other publicationsthat are cited in the text. All such publications
must be available to the user of the SOP.
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APPENDIX C - Format for a Technica SOP

VI.

VII.

VIII.

PURPOSE: A brief statement which outlines the reason for or purpose of the SOP, described in
terms of function, applicability, and objective.

SCOPE: This describesthe type of test, nature of samples (matrix), and environmenta program
support. Include linear range, level of quantitation (method detection limit) and method precision
and bias.

APPLICABILITY: Identify the activity(ies) to which the procedure applies. Include the
digtribution list and how the control of copieswill be handled.

DEFINITIONS: Words or phrases (including acronyms) having a specid meaning or application
within the procedure are defined.

QUALITY CONTROL: Thiswill include any control steps and provisions or review or oversight
prior to acceptance of the product or deliverable. Describe the QC checks including type,
frequency, evauation procedure, acceptance and rgjection criteria, and corrective actions.

INTERFERENCES: List any known or possible compounds or classes of compounds that can
create afase postive or negative response.

EQUIPMENT: This should be as complete as possble without getting too detalled in listing dl
equipment required by the procedure. For specid or unusua equipment give the manufacturer
and modd number. Address specid glassware cleaning requirements, as gppropriate.

REAGENTS AND CHEMICALS: List desired purity of the neat chemicas. Describe how
reagents and standards are prepared and stored (include shelf life, tracesbility, water quality, etc.)
Describe labdling requirements.

PROCEDURE:

A. Safety Congderations. Include use of safety equipment, precautions on hazardous materias
handling and safe use of insruments.

B. Sample Preparation. Give a step-by-step procedure on how to process samplesfor
andyss. For exigting SOPs, areference may be cited.

C. Ingrument Set-up. Lig al instrument settings and operating parameters. Include pre-
anayss checks.

D. Andyss. A step-wise procedure should be given rather than lengthy paragraphs. Provide a
complete listing of steps required to accomplish the andysis.
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APPENDIX C - Format for a Technica SOP (cont.)

E. Instrument Shutdown. Ingtructions for returning equipment to "standby" upon work
completion.

F. CALCULATIONS: This section should be used to explain how experimentd datais
handled to obtain accurate results. Include formulas for dl caculations with explanation of
symbolsused. Indicate the units for which results will be reported.

X.  DATA HANDLING: This section describes how the data are to be stored archived and
retrieved. Also address recordkeeping and archiving.

XI. REFERENCES: Thisisalig of other publications that are cited in the text. All such publications
must be available to the user of the SOP.







