ANALYST TRAI NI NG AND CERTI FI CATI ON PROGRAM

FDA/ DI VI SI ON OF DRUG ANALYSI S

Carol M Kerner

1114 NMarket Street, Room 1002
St. Louis, MO 63101



TRAI NI NG AND CERTI FI CATI ON OF ANALYSTS
AT DI VI SION OF DRUG ANALYSI S

21 CFR 211.25 (a) Each person engaged in the nanufacture,
processi ng, packing, testing, or holding of a drug product shal
have education, training, and experience, or any conbi nation
thereof, to enable that person to performthe assigned functions.
Training shall be in the particular operations that the enpl oyee
performs and in current good manufacturing practice (including the
current good manufacturing practice regulations in this chapter
and written procedures required by these regul ations) as they
relate to the enployee's functions. Training in current good
manuf acturing practice shall be conducted by qualified individuals
on a continuing basis and with sufficient frequency to assure that
enpl oyees remain fanmliar with CGW requirenments applicable to

t hem

In response to these requirenents, a training and anal yst certification
programis being devel oped and inplenented at the Division of Drug
Anal ysis. The objectives for this plan are

1. To provide a format for the required docunentation of the training
and qualifications of analysts in a pharnmaceutical |aboratory.
2. To denpbnstrate conpliance with GW regul ations as they apply to
certification of the conpetency of |aboratory personnel
3. To identify training needs for each anal yst and devel op plans for
neeting those needs.

Docunenting and certifying the qualifications of analysts at the Division
of Drug Analysis (DDA), as in any |laboratory, is a continuous process. For
a newy hired analyst the process is relatively straightforward; training
nodul es and practice sanples are assigned, and conpletion is recorded. For
an anal yst with many years of FDA experience, the docunentation of his/her
expertise resides mainly in the records of conpleted sanples and in reports
and papers. For npbst anal ysts at DDA, this docunentation already existed;
it had only to be gathered and organized in a new way. A system was needed
whi ch woul d fornalize and standardi ze those records which had fornerly been
kept individually by the first-1line supervisors.

"The nmeans at a | aboratory's disposal to denonstrate that their
staff are technically conpetent and that adequate supervision is
in place are limted within the time normally provided for either
an assessnent or surveillance visit. While proficiency testing
prograns have their place, an active in-house audit program and a
formal training programfor every nmenber of staff are the proven
basi s of evidence for an assessor to review "

Stanger, D.H., Evaluation of Accreditation Systens and Their
Denmands on the | ndependent Testing Laboratory, ASTM STP 1057,
Harvey E. Schock, Jr., editor



The DDA Training and Certification Plan has four el enents:

STATEMENT OF ANALYST' S FUNCTI ONS
This is a statenment of the functions each anal yst is expected to perform
It may be a general statenent with additional functions added as the
anal yst gai ns experience. The statenent should be agreed upon by
supervisor and analyst. DDA s function statenents assune the m ni mum
education/training requirenents of a GS-5 entry |level chemi st position

QUALI FI CATI ONS OF ANALYSTS
Each analyst's qualifications to performthe stated functions are shown
t hrough records of training and conpl eted work assignnents, and where
possi bl e, through performance testing. For anal ysts who have conpleted at
| east the initial training period, the plan includes a yearly
sel f-assessnent of skills and training needs. Docunentation is jointly
mai nt ai ned by anal yst and supervi sor

According to their qualifications, chemsts fit into three genera
categories: traineel/probationary (GS-5/7), permanent/experienced (GS-9/11),
and senior (GS-12/13). There is of course a great deal of overlap between
t hese groups, and a senior analyst may be a trainee in sone particular new
t echni que

New anal ysts at all grade levels require extensive training in proper
wor ksheet writing, and experienced analysts are still required to have
yearly refresher training

CERTI FI CATI ON OF ANALYST
Certification of the analyst is done annually or nore frequently by
supervisory review of the docunented qualifications.

REVI EW OF TRAI NI NG AND CERTI FI CATI ON
Docunentation and certifications will be reviewed annually by the Quality
Assurance O ficer (QAO. File copies of 10% of all conpleted reports by
DDA anal ysts will be audited at random by the QAO assisted by a Quality
Revi ew Conmittee

The plan is intended to be separate and distinct fromthe analyst's grade

| evel and fromthe annual perfornance appraisal. The job of a newWy hired
chemi st at any grade level is to be trained in the procedures in use at our
| aboratory. The anmpunt of time spent on training will vary dependi ng on

t he background and previ ous experience of the individual. As noted on the
attached Functions/Skills Statenents, the depth of supervisory review which
an anal yst's work receives is gradually reduced as experience is gai ned
Experi enced anal ysts are still required to have annual updates on safety
and GLPs, and the continual introduction of new instrunmentation and

techni ques nakes training essential for analysts at every |evel of
experience. Wth the increasing conplexity of analytical instrunentation

i ndi vi dual specialization is inevitable to sone degree. Consequently, an
anal yst with years of experience and outstandi ng job perfornance nmay have
no famliarity with a particular instrunent, while a relatively new anal yst
with | ess overall experience may be the in-house expert on a certain

t echni que or net hod






Laboratory supervisors and anal ysts are jointly responsible for the

pl anni ng and schedul i ng of training, selection of individuals, and
docunentation. A yearly review of the training/certification records for
each anal yst is done by the QAO

Using information collected fromthe Analyst Skills Profile and fromthe
Anal yst Training Update, a data base could be created and used to identify
t hose anal ysts who need or would benefit fromtraining in a specific area,
or conversely, to select those nost qualified to performa particul ar

assi gnment .

Records Required for the Training and Certification Plan

Contents of Analyst Fol ders:
A. For new enpl oyees

1. Statenment of functions. (Attachnents A-1 through A-5)

2. Curriculumvitae. (Attachnent A-6)

3. Docunentation of training assignnments conpleted. (Attachnent
A-9) Checklist kept by supervisor showi ng date conpl eted, name of
seni or anal yst who supervised training (if applicable), result of
anal ysis of test sanple (if applicable). In addition, |aboratory
not ebook to be kept by anal yst.

4. Certification by supervisor on conpletion of required
training. (Attachnent A-10)

5. After conpletion of initial training/probationary period,
updates, additional training, and self-assessnent in sane nmanner as
| ong-term enpl oyees. (Refer to B. 3 and C. bel ow)

B. For certification of |ong-term enployees (G andfathering)
1. Statenment of functions. (Attachnments A-1 through A-5)
2. Curriculumvitae. (Attachnent A-6)
3. Self-assessnent forns: (Attachnents A-7 & A-8)

Anal yst Training Update, Analyst Skills Profile

4. Records (checklist) of annual updates for safety, G.Ps.
5. Docunentation of work assignnents
6. Certification by supervisor. (Attachment A-10)

C. Regul ar mai ntenance of folders after initial certification

Addi tional training, courses, papers presented (update to CV).
Assi gnnments, projects, use of special equipnent.

Training given to other analysts, denobnstrations for visitors.
Wite-up of SOP for calibration or use of special equipnent.
Annual review by QAQ

ohwNE
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LI ST OF ATTACHMENTS

A-1 through A-5 Exanpl es OF Functions/Skills Statenents
A-6 Curriculum Vitae

A-7 Anal yst Trai ni ng Update

A-8 Anal yst Skills Profile

A-9 Trai ni ng Checkl i st

A-10 Statenment of Analyst Certification



FUNCTI ONS/ SKI LLS STATENMENT
GS-5 Chem st

Function: Wth guidance from supervisor or a senior analyst, analyzes
sanpl es of pharmaceuticals, both bulk drug materials and finished products,
usi ng established nethods.

Conpl etes trai ni ng nodul es, check sanples, Quality Assurance and safety
training, and other training as assigned by supervisor

Skill:

1. Know edge of basic chemcal principles, theories, and | aboratory
t echni ques, such as woul d be acquired through the successful conpletion of
a four-year college programin chem stry.

2. Use of instrunentation required for official USP nethods, in
conformance with SOPs. (WY, IR HPLC, GC, Automatic titrator, pH neter,
Pol ari meter, Melting point apparatus)

3. Application of required Quality Assurance procedures.

4. Adherence to established Laboratory Safety procedures.

5. Communi cation of results in witten report.

Review | evel 1: Wrk is reviewed and di scussed when assigned and while in
progress. Report is reviewed, and revised as needed



FUNCTI ONS/ SKI LLS STATENMENT
GS-7 Chemni st

Function: Analyzes sanples of pharnaceuticals, both bulk drug materials
and finished products, using established nethods.

Skill:

1. Professional know edge of chemical principles, theories, and
practi ces.

2. Use of nore advanced instrunentation, such as conputer-controlled
HPLC or GC systens, automated di ssol ution system

3. Application of special techniques such as TLC, Thernal Analysis,
M cr oscopy.

4. Application of required Quality Assurance procedures.

5. Adherence to established Laboratory Safety procedures.

6. Communi cation of results in witten report.

Review | evel 1-2: Wrk is discussed when assigned and while in progress.
Report is reviewed and revi sed as needed.



FUNCTI ONS/ SKI LLS STATENMENT
GS-9 Chemni st

Function: Selects the appropriate nethod and anal yzes sanpl es of
pharmaceutical s, both bulk drug materials and finished products.

Skills:

1. Professional know edge of chemical principles, theories, and
practi ces.

2. Know edge of Agency's regulatory prograns and objectives.

3. Use of nore advanced instrunentation, such as conputer-controlled
HPLC or GC systens, automated di ssol ution system

4. Application of special techniques such as TLC, Thernal analysis,
M cr oscopy.

5. Application of required Quality Assurance procedures.

6. Adherence to established Laboratory Safety procedures.

7. Communi cation of results in witten report.

Function: Participates in collaborative studies with other chem sts in FDA
or outside | aboratories.

Skill: Previous experience or hands-on training with the instrunent or
techni que required by the nethod to be studied

Function: Devel ops new nethods or revises existing nethods. Validates
net hods devel oped, conducts collaborative studies.

Skills:

1. Experience in sanple analysis using conpendial and manufacturer's
nmet hods.

2. Know edge of validation techniques and criteria for nethod
accept ance

Review | evel 2: Wrk is discussed if needed, reports are revi ened.



FUNCTI ONS/ SKI LLS STATEMENT
GS- 11 Cheni st

Function: Analyzes sanples of pharnaceuticals, both bulk drug materials
and finished products, including the very difficult, conplex, or unusua
sanpl es. Does check analysis of sanples found out-of-lints by origina
anal ysi s.

Skills:

1. Professional know edge of chemical principles, theories, and
practi ces.

2. Know edge of Agency's regul atory prograns and objectives.

3. Use of nobst conplex instrunments, such as FTIR-TGA, GC-Ms, Particle
size testing, lon Chronatography, Capillary Electrophoresis.

4. Application of special techniques such as TLC, Thernal analysis,
M cr oscopy.

5. Application of required Quality Assurance procedures.

6. Adherence to established Laboratory Safety procedures.

7. Communi cation of results in witten report.

Function: Evaluation of nethods submitted with New Drug Applications or
Abbr evi at ed New Drug Applications.

Skill: Know edge of nethod validation procedures.

Function: Participates in collaborative studies with other chem sts in FDA
or outside | aboratories.

Skill: Previous experience or hands-on training with the instrunent or
techni que required by the nethod to be studied

Function: Devel ops new anal yti cal nethods or revises existing nethods.
Val i dat es nmet hods devel oped, conducts col | aborative studies.

Skill:

1. Experience in sanple analysis using conpendial and manufacturer's
nmet hods.

2. Know edge of validation techniques and criteria for nethod
accept ance

Function: My serve as a Team Leader for a project or study.
Skill:
Leadership of small group of analysts or technicians.

1
2. Planning of work for nost efficient use of resources.
3. Know edge of statistical nethods for data eval uation

Review | evel 3: Wrk is accepted as valid, report is reviewed.



FUNCTI ONS/ SKI LLS STATEMENT
GS-12 Cheni st

Function: Analyzes sanples of pharnaceuticals, both bulk drug materials
and finished products, including the nost difficult, conplex, or unusua
sanpl es. Does check analysis of sanples found out-of lints by origina
anal ysi s.

Skill:

1. Professional know edge of chemi cal principles, theories, practices,
nd establi shed nethodol ogi es.

2. Know edge of FDA | aw, regul ations, agency prograns, and industria
practi ces.

3. Use of new and conpl ex conputer-controlled instrunents, such as
FTIR TGA, GS-Ms, Particle size analysis, |on Chromatography, Capillary
El ectr ophoresi s.

4. Application of special techniques such as TLC, Thernal analysis,
M cr oscopy.

5. Application of required Quality Assurance procedures.

6. Adherence to established Laboratory Safety procedures.

7. Communi cation of results in witten report.

Function: Evaluates nethods subnmitted with New Drug Applications or
Abbr evi at ed New Drug Applications.

Skill: Know edge of nethod validation procedures.

Function: Participates in collaborative studies with other chem sts in FDA
or outside | aboratories.

Skill: Previous experience or hands-on training with the instrunent or
techni que required by the nethod to be studied

Function: Devel ops new anal yti cal nethods or revises existing nethods.
Val i dat es nmet hods devel oped, conducts col | aborative studies.

Skill:

1. Experience in sanple analysis using conpendial and manufacturer's
nmet hods.

2. Know edge of validation techniques and criteria for nethod
accept ance

Function: Acts as a Team Leader

Skill:
1. Leadership of small group of anal ysts or technicians.
2. Planning of work for nost efficient use of resources.
3. Know edge of statistical nethods for data eval uation

Function: Evaluates new | aboratory instrunents.

Skill: Expertise in operation and calibration of instrunents.

Review | evel 4: Wrk is accepted as authoritative. Report is accepted



with first |evel review



GS- 13 Cheni st

Functi on:

FUNCTI ONS/ SKI LLS STATEMENT



CURRI CULUM VI TAE
Educational Background: List for undergraduate and beyond, the nane of
each institution and the dates attended, majors and mnors, and degrees
awar ded.
Additional Training: List all part-tine or short-tinme training not
i ncluded in Educational Background. G ve dates and duration of course such
as credit hours, etc.

Research and/or Scientific Experience: List professional jobs held in
chronol ogi cal order giving titles, grades, and dates.

Honors and Awards: List with dates and brief description

Menbership in Professional Societies: List

Participation in National Scientific Meeting, Technical Conferences,

Wor kshops, etc.: List, give date, location, type of neeting, and title of
tal k, paper, or poster

Speci al Assignnents: List each one and briefly describe

Publications: List in chronological order with names of all authors. Gve
full reference including journal, volune, and page nunber



ANALYST TRAI NI NG UPDATE

1. Please list the instrunents/techniques you have used during this
reporting period. Indicate the sanple or project where the techni que was
used, name & nodel of instrunment, if applicable

2. Have you presented tal ks or poster sessions on a project you have
wor ked on or are working on? Please list the nane of the
conference/ neeting, the nane of the paper/talk or project, and the date

3. Have you conducted training or presented a denbnstration on the use of
a particular instrunent or technique? List the type of training or
denonstration, to whomit was presented, and the date(s).

4. List any new training or courses you have conpleted during this
reporting period. G ve nane of person/conpany/institution who presented
the training, nunber of hours, and dates.

5. Have you conducted or participated in a collaborative study during this
reporting period? |If so, give brief description of work.

6. What are your plans/needs for future training for yourself:
| medi ate - needed for current projects

Long Range - needed for anticipated projects

7. List any areas where you are willing to offer training to others.






ANALYST SKI LLS PROFI LE

For each technique or instrunment, wite the nunber which best describes
your |evel of experience (add to the list any instrunments which are not

listed):
1 - No experience

2 - Introductory - watched vi deotape or denb - no hands-on
3 - Beginning - sone hands-on training, ran practice sanple
4 - Familiar - run routine sanples without assistance
5 - Fam liar but not recently - need refresher to becone current
6 - Advanced - give training to others, troubl eshoot problens
HPLC Cascade | npact or
EC det ect or X-Ray Diffraction
Rl detector Mel ting point apparatus
(Mettler)
HPLC/ PC Wor kst ati on Pol ari met er
Capillary El ectrophoresis PC - W ndows
Par adox

a.cC

WV- Vi s Spectrophot onet er
Capillary GC
GS- M5
FTIR
TG
Titrator
Di ssol uti on/ HPLC
Di ssol uti on- Aut omated UV
TLC
Densi t onet er
Particle size-Mlvern
Particle size-Hyac/ Royko
Pol ari zi ng m croscope

Near - R

| on Chr onat ogr aph



TRAI NI NG DOCUMENTATI ON CHECKLI ST
Di vi sion of Drug Analysis
St. Louis, MO

Laborat ory Super vi sor

Nane Qual ity Assurance O ficer
Assi gnment / | Sanpl e anal yzed/ | Instructor | Date |

Trai ning Module | Method used | --------- | Assi gned/ |
REMARKS

| | Hour s | Conpl et ed|






A-10

STATEMENT OF ANALYST CERTI FI CATI ON
Di vi sion of Drug Analysis
Drug Monitoring Branch

This certifies that Chemi st
is qualified through docunented experience and training to performthe

functions required for this position in conformance with established DDA
qual ity standards.

Laborat ory Supervi sor (Dat e)

Qual ity Assurance O ficer (Dat e)



